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PROCEEDI NGS

DR. BRECHER: |'d like to welcone
everybody to the 21st neeting of the Advisory
Committee on Blood Safety and Availability. This
meeting will center on the role of liquid and
frozen blood reserves as a strategy to preserve the
bl ood supply in the face of reductions in supply
and increases in demand.

I'"'mgoing to turn the neeting over to Mac
McMurtry, who will introduce new nenbers and read
our conflict of interest statement.

CAPTAIN McMJURTRY: In fact, we do have new
menbers with us today that 1'd like to introduce.
If | do it al phabetically, I think I can keep
everybody's nane in mnd.

Judy Angel beck is with us today from Pal
Cor poration; Andrew Heaton, Chiron; Chris Heal ey
with PPTA. Dr. Jerry Sandler is here from
Georgetown Hospital, right? Did | do that right?

We have two new ex officio nenbers. Once
agai n al phabetically, we have Mat hew Kuhnert from

CDC and Lieutenant Col onel Ruth Sylvester fromthe



DOD Bl ood Program  She's wearing blue so she nust
be fromthe Air Force as well.

Let ne call the roll so that we have that
done officially, and then I'll get to read to you
again this delightful conflict of interest
statement that you all enjoy so much.

Mar k Brecher, here; Larry Allen; Judy
Angel beck. Celso is not here. Ron Glcher. Dr.
Gonperts is not going to be able to be with us
today. Dr. Heaton is here. | just called his
name. Chris Healey, here. Paul Haas, here. Dr.
Hoots will be with us later on today. He's having
some flight issues. Dr. Linden; Karen Lipton; Dr.
Lopes; Ms. Pahuja. John Penner is not with us
today. Dr. Sandler; M. Skinner. And M. Walsh is
not with us today. He's otherw se occupi ed.

Let's do the conflict of interest and
ethics thing. Everybody sit back, get confortable.

Ethics rules for Committee nenmbers
appointed to the Federal Advisory Conmittee are
appoi nted to special advisory conmmttees as speci al

government enpl oyees. The Ethics Division of the



O fice of CGeneral Counsel has asked that | explain
the rules that apply to you as special governnent
enpl oyees, or SGEs. |f you have any questions, |et
me know. |'Il seek assistance fromthe attorneys
at the OGC, the Ofice of General Counsel, and get
t he questions answered for you.

All matters I'Il be discussing are
explained in nore detail in the handout that | will
provide to you but haven't as yet.

Pursuant to several sections of the U S.
Public Health Service Act as anended by the U.S.
Code and various provisions of the Federal Food,
Drug, and Cosnetic Act, the Secretary of the United
St at es Departnent of Health and Human Servi ces has
authority to carry out research in health fields,

i ncl udi ng di seases involving blood and bl ood
products and for issuing and enforcing regul ations
concerning the collection, preparation, and

di stribution of blood and bl ood products.

The Advisory Committee for Blood Safety
and Availability will advise, assist, consult with,

and nmake reconmendations to the Secretary and the



Assi stant Secretary of Health regarding these broad
responsibilities. The Chair and other nenbers are
speci al governnent enpl oyees appointed to perform
duties on an intermittent basis not to exceed 130
days during any 365-day period. | have U S. Code
reference for this authority if anybody would Iike
to see it.

All Conmittee menbers appointed as SGEs
are required under the Ethics in Governnent Act,
anmended by the Ethics Reform Act of 1989, to file a
financial disclosure report formannually. You'l
be getting one of those in the nmail soon.

The information reported is used to
deternmine the matters for which a Committee menber
nmust be disqualified under the crimnal conflict of
interest statutes. Let ne discuss that crinmna
ethics statute for just a second.

SCGEs are subject to a nunber of crimna
ethics statutes. Violation of the bribery
provi si on i nposes substantial fines and/or
i mprisonment. A violation of any other U.S. Code

provi sion is punishable as a Cl ass A m sdeneanor



and subject to a fine and inprisonnment. WIIful
viol ation of the code elevates the conmission to a
felony, and the Attorney Ceneral may opt for
several penalties. 1In a civil action, the
government need only prove the violation by a
preponderance of the evidence rather than the
crimnal standard requiring proof beyond reasonabl e
doubt. | need to describe these various statutes.
First is a bribery statute which prohibits
Federal enpl oyees, including SGEs, from seeking,
accepting, or agreeing to receive anything of value
in return for being influenced in the perfornmance
of an official act. There is an exanple of a
person receiving a brown paper bag of noney in
exchange for a recommendation to the Secretary.
There is the anti-representation statute
whi ch prohibits an SGE from receiving conpensation
for representational services rendered by an
enpl oyee or another person before the HHS or any
ot her Federal agency or other specified entity,
such as a court or comrittee, in any particul ar

matter involving a specific person, one, in which



the SGE has partici pated personally and
substantially as a governnent enployee or, two,
which is pending in a government agency in which
the SGE is serving if the SGE has served nore than
60 days during the i mediately precedi ng 365 days.

The post-enpl oynment statute inposes a
lifetime ban on a forner SGE from representing any
person or entity to the HHS or other Federal agency
or other specified entity, such as a court, in any
particular matter involving a specific party in
which the former SGE participated personally and
substantially while serving in the governnent.

The financial conflict of interest
statute, the main conflict of interest statute,
prohibits an SGE from participating personally and
substantially in any particular matter that could
affect the financial interest of the SCE, the SCGE's
spouse, mnor children, general partner, and
organi zation in which the SCGE serves as an officer
director, trustee, general partner, or enployee, or
an organization with which the SGE is negotiating

or with which the SGE has an arrangenent for



prospective enpl oyment.

Specifically, you as an SGE cannot work on
matters affecting your financial interest or those
of your spouse, mnor children, or organization
with which you are affiliated. An exanple would be
owni ng a stock in Pharmaceutical Conpany X which
produces a test for, in this case, vira
contamination. You cannot participate in decisions
or discussions to partner with Conpany X to pronote
t hat test.

You nmust al so disqualify yourself from
matters affecting your financial interest as a
class. For exanple, using the same scenario of
Phar maceuti cal Conpany X, you own stock in this
pharmaceuti cal conpany that produces a test for
viral contam nation. You cannot participate in
deci sions regarding testing for vira
contam nati on. However, broad matters of nationa
policy that don't focus on a specific industry are
not a probl em

Under regul atory waiver issued by the

O fice of General Ethics, you nay participate in



matters affecting your enployees as a natter of
class but not any matter that will affect the
enpl oyees specifically. For exanple, you may
reconmend a grant program be established even

t hough the university for which you work will be
eligible, but you may not participate in the
consideration of a specific grant application
submitted by your university.

Additionally, while this exenption will
allow you to participate in any natter of genera
applicability, it wuld affect the financia
interest of that--1 beg your pardon, it would
affect the financial interest of a specific
university, we'll say Harvard Medi cal School and/or
Harvard University, as a nmenmber of a discrete and
identifiable class of simlarly situated nedica
schools or universities. The exenption will not
protect you fromviolation of the crimnal statute
if the matter will have a special or distinct
ef fect on Harvard Medi cal School or Harvard
University. This nmeans that you can participate in

generally applicable matters such as | egislation



12
regul ation, or policy that affects medical schools
or universities as a class. The sane rule applies
with respect to other types of enployees so that if
you work for a pharnmaceutical conmpany, you can
participate in matters affecting your enployer as a
menber of a class. However, if you have any other
i nterest besides enploynent, such as stockhol ding,
you nust disqualify fromall matters even if it
only affects that enployer as a part of the
i ndustry sector.

On the other hand, another regul atory
exenption if you're under regulatory--if you're
under another regul atory exenption, if your
financial interest is in publicly traded securities
val ued at |ess than $25, 000, you can work on
matters affecting as a part of the industry sector.
But, again, you have to avoid matters that will
have specific effect on that company. You may
recei ve conpensation for speaki ng engagenents or
writing undertaken in a personal capacity.

However, you nmay not receive conpensation for

speaking or witing that was undertaken as part of



your official duties as a nmenber of the Conmittee
that draws on non-public information to which you
have access as a nenmber of the Committee, nor if
the invitation was extended primarily because of
your menbership on the Conmittee.

You may receive gifts where circunstances
make it clear that the gift was not offered as a
result of your nenbership on the Committee.
Generally, you should not use your position to
inmply that the Conmittee or governnent endorses
your private activities. You should not disclose
non-public information to which you have access.
You may state your personal opinions, but you
shoul d not inply that you are speaking for the
Committee unless you are actually authorized to do
so.

There is an issue regardi ng fundraising.
You may do personal charitable fundraising, but you
may not personally solicit funds from anybody who
has busi ness before the Conmittee. Under the
Constitution, while you serve as an SGE, you nmay

not have an enploynent relationship with the

13



Federal Governnment--with a foreign governnment; that
is, you can't be reinmbursed by a foreign
government. This may include foreign public
uni versities and gover nnent - owned conpani es,
dependi ng on the degree of control of the Federa
Gover nnment - - beg your pardon, the degree of contro
the foreign governnent exercises. Under the
Foreign G fts and Declarations Act, you generally
may not accept gifts froma forei gn governnent
unl ess the worth is under $260.

In your official capacity or as a group
Committee nmenbers are prohibited fromengaging in
any activity which directly or indirectly
encourages or directs any person or organi zation to
| obby one or nore Menbers of Congress. Wen
aut horized, Comrittee nenbers nmay appear before any
i ndi vidual or group for the purpose of inform ng or
education of the public about a particular policy
or legislative proposal. The Conmittee nenbers may
al so conmuni cate to Menbers of Congress at the
request of any Representative or Senator

Communi cations to Menbers of Congress initiated by

14
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Committee nmenbers in their official capacity as
menbers of the Committee shoul d be coordinated
through the Office of the Assistant Secretary for
Legi sl ati on.

As private citizens, Conmittee nenbers may
express their personal views, but not the view of
the Comrittee as a whole or the opinions of HHS to
anyone. In so doing, Conmmittee nenbers may state
their affiliation with the Comrittee, may factually
state the Conmittee's official position on a matter
to the extent that non-public information is not
used, but may not take new positions or represent
those views as the Cormittee's position on the
mat ter.

Mor eover, in expressing their private
views, as with all other personal non-governnment
activities, Comrittee nenbers are not permtted to
use U.S. Governnent conputers, copiers, telephones,
| etterhead, staff resources, or other appropriated
funds. All personal activities must occur off-duty
time.

And, finally, the Hatch Act prescribes
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that restrictions on certain political--the Hatch
Act does prescribe certain restrictions on certain
political activities by Federal enployees. Unlike
the crimnal statutes and nost other ethic rules
which are fully applicable to an SGE t hroughout
your entire term of appointnent, the Hatch Act
restrictions apply only during the period of the
day in which you are actually perform ng gover nnent
duties. For exanple, if an SCE attends an Advisory
Committee nmeeting from8:00 to 1: 00 and at 3
o' cl ock you should attend sone other type of
political meeting, you nmay do that so long as, as |
said, it occurs after work hours on your tine.

And that's that. Let me add before |
| eave that we now have Dr. Bianco with us and Dr.
Epstein with us.

Thank you.

DR. BRECHER: Any questions on the
conflict of interest?

CAPTAI N McMURTRY: Everyone sits in
stunned sil ence.

DR. BRECHER: | just want to rem nd



menbers of the Conmittee that when they do have a
comment to nmake, be sure to turn the m crophones on
because there are transcripts being nmade of the
nmeeting. |If there are no questions, we'll nove on
to a review of the Committee reconmendations
regarding reserves, and | will be summari zing

t hose.

Over the course of the last few years,
this Committee has visited the issue of
availability of blood products, specifically red
cells, on several sessions. And so | have gone
back through the Conmittee resolutions and tried to
sumrari ze the nost pertinent resolutions that have
been nade.

This goes back to April 2001. Many
Conmittee nmenbers will renenber--this was before |
was on the Comittee--where the Committee stated
t hat whereas patient access to a safe and avail able
bl ood supply is a public health priority, the
Advi sory Comrittee recomended that the Secretary
of Health and Human Services and the Congress:

A, ensure that an appropriate office

17



within the departnent has the responsibility to
facilitate the gathering and di ssem nation of

nati onal bl ood collection, distribution, and
utilization data, and the devel opnent of analytic
nodel s to predict shortages. Mreover, adequate
Federal dollars should be provided to support

col l ection, analysis, and distribution of these
critical public health data.

Specifically, the follow ng actions should
be addressed: one, assign responsibility for this
activity; two, support progranms to devel op the data
and ensure that the data collected are available to
the public; three, encourage coll aboration of blood
collection centers for the purpose of identifying
and addressing areas of short supply of blood and
bl ood products; four, encourage collaboration of
pl asma manuf acturers for the purpose of identifying
and addressing areas of short supply of plasm
products and the reconbi nant anal ogues.

B, support a program of public and
physi ci an education designed to inprove blood and

bl ood product donation and utilization throughout

18
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the United States and encourage support for such
programnms through the Department of Health and Human
Servi ces.

Such a program was set up within the
of fices of Blood Safety and Availability Committee
within HHS. This enrolled sentinel sites involving
approximately 10 percent of the blood collected in
the U.S. Steve Nightingale was very instrunental
in pulling this together, and a sunmary of the

initial experience was published in Transfusion

| ast year. | believe it was the April Transfusion
that had many col orful graphs illustrating the
dat a.

The data collection is ongoing, although
there is--it will be restructured as to how the
data is analyzed and di ssem nated. Maybe Mac can
conment on that a little bit later

In January 2002--this was follow ng the
9/ 11 disaster--consistent with the principles
articulated by the Anerican Association of Bl ood
Banks | nterorgani zati onal Task Force or Donestic

Di sasters and Acts of Terrorism the Advisory
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Committee recomends the follow ng:

A, mindful of the needs of al
st ockhol ders, DHHS should act to promote and
coordi nate a single consistent public nmessage on
bl ood i ssues. The ultinmate spokesperson for the
bl ood community shoul d be the Assistant Secretary
for Health or her or his designee.

B, emergency support function, No. 8,
heal th and nedi cal services annex of the Federa
Response Pl an should be reviewed to incorporate the
reconmendati ons and organi zati onal menbers of the
AABB | nterorgani zati onal Task Force on Domestic
Di sasters and Acts of Terrorism

C, the AABB I nterorgani zational Task Force
on Donestic Disasters and Acts of Terrorism should
coordi nate the national response to the bl ood
comunity.

D, DHHS should fund the eval uation and
potential devel opnent of blood reserves in paralle
Wi th supporting the devel opnent of ongoi ng prograns
for nonitoring blood availability and shortages,

i ncluding related reagents and suppli es.



And we're going to hear later in the day
about the progress that's been made with this
i nterorgani zati onal task force

In addition, the Advisory Comittee
recommended that HHS identify bl ood donors as a
critical national resource, pronmote bl ood donations
as a national service to maintain enough bl ood on
the shelf, to permt rational managenent of routine
needs and di saster responses. It should be a
nati onal goal to recognize and pronote self-identification
of lifetime comritted donors willing
to donate regularly, at |east once a year, and as
needed.

The Advi sory Committee recomended t hat
the Secretary recogni ze and i ncorporate the FDA
O fice of Blood Research and Review s Strategic
Plan into the DHHS Response Plan for counterterrorism and
di sast er preparedness.

I n Septenber 2002, the Conmittee
recommended that DHHS shoul d pronote increased
publ i c awareness of the ongoing need for routine

bl ood donations by healthy persons via: A

21
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periodi ¢ public service announcenents and visible
bl ood donations by top officials and paid
advertising canpaigns, and to a |large extent, this
has happened; B, funding of denopnstration projects
to optim ze use of educational and other behavi or-

i nfl uenci ng approaches; C, supporting specific
initiatives to encourage routine donations by young
persons and minorities are part of general nessages
on healthy lifestyle and comunity support; and, D
play a leading role in increasing participation of
Federal enployees in donating bl ood.

DHHS shoul d nmai ntain and increase funding
for blood supply nonitoring to address: A, long-termtrends
in blood collection and use; data on
dai ly national distributed blood inventories; C
i ndi cators of bl ood shortages and excesses; D
predictive nodels to identify trigger points for
coordi nated national donation canpaigns; and, E
coordi nati on of governnent and non-governnenta
initiatives.

DHHS shoul d support initiatives to inprove

managenment of blood inventories, including: A



defining the roles of liquid and/or frozen reserves
to, one, nmoderate fluctuations in supply and, two,
to i nprove disaster response preparedness--and nuch
of this nmeeting will conme out of this resolution;

B, integration of supply forecasting into
intervention strategies directed to correct

i mbal ances in supply need; and, C, strategies to
facilitate nmovenent of bl ood from area of surplus
to area of shortage.

Those were what | thought were the npst
pertinent recommendati ons made over the |ast few
years. Any comments or additions from Conmttee
menber s?

[ No response. ]

DR. BRECHER: We're running a little ahead
of schedule, so | thought we'd just nove a little
bit further down our agenda because Dr. Beato is
not here as yet, and we'll hear our first speaker
Lou Rolon on health sector critical infrastructure
protection. |Is he here?

[ No response. ]

DR. BRECHER: Okay. Wy don't we go with

23



experience with reserves. Ron, could you give the
Okl ahorma Bl ood I nstitute experience?

Wth any luck, we might even finish early
t oday and tonorrow.

DR. GILCHER: | need a little help to
bring up ny talk. 1It's on the..

[ Pause. ]

DR. G LCHER: Concerning conflict of
interest, at various tinmes of the year | do receive
consulting fees from both Haenonetics and Ganbr o,
and | nmention that because |'mgoing to talk a
little bit about the use of their equi pment, which
we use at our blood center. Wiile we're waiting to
bring this us, I'll make some conments.

Qur bl ood center is a |arge regional blood
center. 1'mgoing to show you sonme pictures that
show the area that we cover, and we have a | ot of
rural areas. We're collecting about 220,000 units
of blood products, of which close to about 190, 000
are red cell collections, and we use a variety of
technol ogi es to do that.

This summer has been probably the nost

24
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difficult for us in the last 20 years, and we've
had two reasons this sunmer. One is the post-war
Irag apathy, which | think is affecting the whole
country, and we have had an unusual ly high
percentage of deferrals for the variant
Creut zf el dt - Jakob di sease because of the nunber of
mlitary personnel that we draw or their dependents
and retired mlitary personnel who are no | onger
eligible.

I show you this picture because it's one
that none of us will ever forget, and that is the
bonmbi ng in 1995 of the Murrah Building in Okl ahoma
City, certainly a day that we will never forget.
And a I ot of our planning is around this.

Qur crisis planning, we operate as though
there's a crisis every day. W have the
infrastructure, and we can test bl ood very quickly.
But the bottomline is, of course, blood on the
shel f. And when you | ook at the amount of bl ood
that we keep in our system we have nornally about
7,000 units that are active at any point in tine.

And so when | use--and we need definitions because



we hear that there is only a two- or three-day

bl ood supply in the country, but nobody really

knows what that nmeans. So |I'mdefining it here.

That's the total nunber of units of blood in our
system and in theory that would be about an 18-1/2-day
usage. Qur plan is to increase that by an

additional 2,000 units to take us to 24 days.

The reason for that is that we feel that
is the period of tine where we could mani pul ate our
systemto do additional testing or open up
additional test sites or facilitate additiona
collections or take care of periods of deferrals
that might occur fromterrorismor bioterrorism
attacks. And I'Il show you how we're going to do
t hat .

These are our concerns currently: that
there would be a terrorist attack that would
require | arge anounts of blood acutely and
potentially longer term The second is a | oss of
t he donor base, and this is a great concern to us.
That could be a small pox exposure or it could be a

smal | pox vacci nation deferral that could take our
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donors out we think for period of about 21 days,
and that was part of our reason for wanting to
i ncrease our blood supply in our own systemup to
24 days. And then our third concern is that we
coul d have some for of an incapacitation of our
main center, which is where we store about 1,500
units of reserve bl ood.

Qur new plan is to increase our blood
availability, as | said, to 24 days, and here we
want to use the new frozen red cell technol ogy.

And I'mgoing to talk briefly about that, and our
intent is to do this with all Goup Ored cells.
And just as an exanple, over the weekend we've been
very short of Group Ored cells, and that is, of
course, what everybody wants. W use the new two-unit--it's
not new. W' ve been using it for a |ong

tine, but the two-unit red cell collection

technol ogy, and we're able to target specifically
135 Group O donors from whom we col |l ect then about
270 Goup Ored cells. And we did that just at one
bl ood dri ve.

We have to create sone additiona



infrastructure to store these 1,000 units of frozen
Goup Ored cells. That is 1,000 in two different
| ocations, and we want to decentralize. 1'll show
you the map in a nonent. And this additiona
storage of blood which is frozen is going to back
up the liquid. The way we | ook at reserves is that
the liquid blood really needs to be the reserves
with the frozen back-up to support that. The
frozen reserve woul d be used over a period of three
years. That is, approximately 670 to 700 units
every year would be incorporated as though they
were regular units, and that would be invisible in
our system Again, I'll show you that in a nmoment.
Then we coul d al so support not only
oursel ves but theoretically the arned services to
whom we put a | ot of blood into that program
currently, or other places in the United States
that woul d need blood. So the question is how nuch
i s enough. Enough in the year 2000, very different
fromwhat will be enough in the year 2004, and we
think that that difference nowis the concern over

terrorismand bioterrorism
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Enough neans that in our system-and |'m
tal ki ng now about our system-that all of our
hospi tal s have the amunt of blood that they need
for availability and transfusion purposes. | think
we all realize that blood has two maj or purposes:
that which is transfused, but that which is al so
avail abl e, because that allows surgery, et cetera,
to go on. Even if the blood isn't used, it served
a purpose.

Then the reserves, liquid and frozen, mnust
be able to handle any major crisis in our system
We do not want to inport blood into our system
unl ess--that would be a | ast resort. And then we
nmust manage the outdating. Qutdating is critica
because of the high cost of the bl ood products.

So if you look at crisis in our system
summari zi ng what |'ve already said, sudden
i ncreased usage, well, we've had two episodes. One
is the bonbing and then the tornado.

Now, the reality is they didn't use a | ot
of bl ood, about 300-plus units within a two- to

t hree-day period, over and above regul ar usage



during the Oklahoma City bonbi ng, and about 150
units during the tornado. They were very, very
di fferent kinds of crises, one very focused, that
is, the bonmbing, the tornado all over centra

Okl ahona.

Decreased donor availability, as |
menti oned before, that is a major concern. That is
where the donor base woul d be exposed to an
i nfecti ous agent and woul d not be allowed to donate
for sone period of tine.

And then the | oss of bl ood center
functional unit, which actually happened to us,
where a wi nd shear took out one of our sub-centers,
totally destroyed it, but it was invisible to our
system because the rest of the system which is
decentralized, was able to pick up and supply those
hospi tal s.

So adequacy then, as far as we're
concerned, is the availability of enough |iquid and
frozen red cells--liquid for i mediate
transfusions, that's the real reserve, and then

frozen that backs up the liquid reserves.
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Qur long-termgoal is to nmove to all G oup
Ored cells, which clearly enhances safety,
i nventory managenent, and |ogistical issues. And
that's a whole talk unto itself, and we don't have
time for that. Presently that's not possible. But
the reality is there is technol ogy in progress that
will allow the enzymatic conversion of Group A B
and AB red cells to O They're going to be called
enzymatic converted, or ECO red cells. And we're
| ooki ng very strongly at that technol ogy and
believe that that woul d enhance our system It
certainly woul d enhance the concept of reserves.

Qur red cell stores. Wth our hospitals,
the plan is to always keep--this is the way we
currently operate. W keep our hospitals at
maxi mum stores of blood. The inventories are set
by both OBl and the hospitals. W decide on what
t hose inventories should be. Then we have a tota
of six sub-centers in our system They're each
approximately 100 mles apart, and we keep them
maxi mal |y stocked as well, and they have a core of

hospitals around them This allows
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decentral i zati on of our blood stores, and we can
nove that blood very quickly. And then, of course,
we have the main center, which supports, again, a
core of hospitals, primarily in the Oklahoma City
area, and then is the back-up for the sub-centers
and then ultimately all hospitals.

This is what our system | ooks |ike, and
think this may put things into better perspective
for you. Each of the yellow dots that you see
there is what we call a sub-center. The one in the
center is Cklahoma City. And if you look at their
proximty to Cklahonma City, they're anywhere from
85 to 110 miles away. Each of those stores bl ood.
In fact, at each of those sites we recruit, we
col lect, we store, and we distribute.

On the other hand, all conponent
manufacturing and all testing is currently
centralized. Qur long-termplan is to take two of
those centers that are about 100 niles apart--I
don't have a pointer here, but it's Enid and Tul sa--and put
1,000 units of the frozen stored red cells

at each of those sites.



To give you an idea of the nunber of
hospitals that we currently support, we support 92
hospi tal s.

We support 92 hospitals and an additiona
42 transfusion service facilities. W're
transfusi ng about 11,500 red cells per nonth.
That's actually transfused. Qur |argest hospita
transfuses about 1,300 units, and we have about 5
hospital s that transfuse around 1,000 units per
month. Qur snallest hospital, out in rura
Okl ahorma, does as few as 6 units per nonth. And
some of those we've already converted to only G oup
O That's all we will stock at those hospitals.
That really facilitates | ogistics.

So again, just remenbering, conprised
under that main center which has all functions, are
si x subcenters that do not have manufacturing or
testing functions, but all other functions.

Really, 1've sunmarized this, but | do
want to cone back to these points to reiterate that
if you look at the blood supply, where it is

currently, those 92 hospitals have today about
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4,250 red cells. Those six subcenters, excluding
Okl ahoma City, have about 1,250 red cells. And
then our main center--this is our goal--is to have
about 1,500 red cells.

We have had difficulty this sumer and
have been as | ow as 200 or even under 200 red cells
stored, but always maintaining our hospitals and
our subcenters, so it's been invisible to our
hospi tal s.

So the total ampunt in our systemthen is
about 7,000 units. The main center and the
subcenter then would have currently, if we're at
the goals that we want to be, that is, the 1,500 at
the main center, about 2,750 units, which is about
a 7-day supply in addition to that which the
hospitals have. Their supply is currently an 11-day supply.
So we want to generate the additiona
2,000 units.

Qur objective is to add a frozen reserve
to the liquid reserve. The frozen reserve will be
integrated into the liquid reserve. The proposed

frozen reserve of 2,000 Group O -and we only want
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to use O pos and O negative units--will add an
additional 5-day reserve. That will give us then,
as reserves between |liquid and frozen, 4,750 red
cells or a total of about 12 to 13 days of
additional supply. And then of course that will
bring us up to about 9,000 red cells, but what that
will allowus to do, if you look at the nunber of
liquid units, is that we can nobilize about 1,000
liquid units, and that's the critical point,
because we can't nobilize the frozen red cells.

I"l'l show you that in a nmonment, how long it takes
to basically deglycerolize those units. But we can
nmobi | i ze about 1,000 liquid red cell units within
about two hours in our system without in effect
hurting any of our hospitals, and nove that to
another civilian | ocation within our system or
anot her place in the country, or theoretically,
into the mlitary system

In looking at the--and | have Lawton here,
al t hough we're now | ooking at Tulsa as the area
that we're going to do this--in order to do this,

we need technol ogy that allows us to store and then



to deglycerolize--1 should say it this way--to
degl ycerolize a frozen unit and store it in excess
of 24 hours, which is where the current technol ogy
is. There is new technology, and it uses a device
called the ACP-215 system and the mlitary I
believe is currently using this, which allows a
unit to be frozen in a closed system and
essentially deglycerolized, again, in a closed
system and using an additive solution gives a
shelf life of 14 days, and that is absolutely
critical to the devel opnment of the frozen reserve
system

The 2,000-unit systemthat we're talking
about, in order to buy all of the equiprment and
basically set that up is going to cost us sonmewhere
bet ween 800 and $900, 000. However, when we | ook at
the cost of this, if we distribute it out
t hroughout our system and we're tal king then about
turning over this 2,000-unit reserve every three
years, so that about 667, theoretically 700 units a
year, will be deglycerolized, will then becone a

liquid unit of red cells with a shelf life of 14
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days, will go out to our hospitals, not at a higher
price, but at the same processing fee as any other
red cell. W think that's critical

And in looking at that total cost, it wll
be sonewhere between 50 cents and a dollar, and in
fact, it's probably closer to about the 50 to 75
cents overall increase for a red cell in order for
us to create this reserve systemthat |I'mtalking
about. And of course the frozen reserve itself
will only be Goup O and we have plans on how to
recruit donors for that.

Well, the summary then of the new plan is
that it's going to take additional |owtenp
freezers, special blood freezing and thaw ng
equi pment, sone additional conputer systenms because
of the decentralization, generators to support the
power requirenents, tenperature nonitoring systens,
and as | nentioned before, our total up-front cost
wi Il be between 800 and $900,000. And then we
woul d be prepared to really neet any kind of need
Wi thin our systemor outside the systemcivilian-wi se or

potentially even for the mlitary by noving
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liquid units, not noving the frozen units.

Now, | want to take just a few mnutes--and Mark,
I think | have enough tinme here--to just
talk a little bit about freezing. | just want to
show you currently some of the disposables that we
currently use. You have your glycerol, and you
have the di sposables that we use to spike the
units. But all of this currently is an open
system and it has been devel oped as a cl osed
system process, and there again you see it.

Here is one of the freezers. These are
lowtenp freezers that are storing actually at
m nus 85 degrees centigrade. These don't | ook very
nice, but these are the kind of canisters. W have
two of these freezers in our system where we store
currently rare units. That is their current
pur pose.

Here's what the unit of red cell |ooks
like in our systemwhen it's frozen. There are
ot her systens that have been devel oped. Dr.
Vol are' s | aboratory has devel oped a different kind

of packagi ng system And of course the | abels have
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to be there.

Thi s has been the workhorse. This happens
to be a device that was originally nade by the |BM
Corporation, and then |IBM was acquired by Ganbro,
and it's a device that we use for deglycerolyzing
red cells. W have used this for many years.
There's another device. This is a Haenonetics
device. These are the ol der system

The problemwith themis that the
degl ycerolized unit has only then a 24 hour
storage, and that nakes it extremely difficult for
us, or even for the mlitary, to use these units of
bl ood in that period of tine.

This is a new systemthat has been
approved--1 believe that's correct, Dr. Epstein--by
the FDA, which uses an anticoagul ant call ed CPDA-1
an additive solution, and then allows, as |long as
it's using closed systemtechnol ogy, to store the
unit of red cells for 14 days. This is the type of
systemthat we intend to go to.

The problens--and |'ve just outlined them

here for you--in the past and present is that we've



used open systens, that's a 24-hour out-date, the
freezing tinme, deglycerolization tine, is basically
an hour on the front end, an hour on the back end.
So you'd have to have a | ot of these devices to
thaw a | ot of blood in a hurry. W don't need to
do that the way we've planned it. W would have
somewhere between six and ei ght devices, three or
four at each location, because liquid blood is our
true reserve for imediate reserves, and this is
our nore | ong-term backup.

Then of course the |ong-storage concept is
good for military and rare units. The high cost
and hi gh out-date has been the problemw th the 24
hour out-dating.

The needs for the future. Cl osed systens,
we're there. Additive solutions for |onger post-thaw
storage, and we've got that. But we don't
have the right anticoagulants as I'Il show you in a
second. | think that we need to rethink the
strategies for use. That is, we've tal ked about
using the frozen red cells for energencies, but in

reality they're too hard to deglycerolize in a
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hurry. We need to |look at the liquid red cel

i nventory, have an adequate ampunt of that to be
the i medi ate backup, and then be able to

consi stently deglycerolize the units and nove them
into the system and they need to be all G oup O

Summari zi ng, the current Haenonetics ACP-215
system -and obviously it's one of the things
that | tal ked with Haenobnetics about--the
advantages are: it's a closed systeny it uses an
additive solution; and it has a shelf life of 14
days for CPDA-1. That's in fact a di sadvant age
because we don't use CPDA-1, and it's hard for us
then to just do a CPDA-1 drive and nove that bl ood
specifically for this purpose. W use CPD and
CP2D, and currently there is work going on to
license those anticoagulants. That will mnmeke this
system far nore effective for us.

O her future uses for the frozen red cells
of course are to couple themwi th the double red
cell procedure collection technology, and there are
now two compani es that have devices that can do

that, and as | nentioned to you, we have used that
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now extensively in order to enhance our red cells
and specifically our Group Ored cells. And then
support liquid red cells at tinmes of high liquid
usage, and then incorporate into routine use--and
think that is critical--for the frozen red cells to
be used. If we want to charge them out at 200 or
$250 plus per unit, then they won't be used. But
if we incorporate theminto our system as, quote,
"as though they were a liquid red cell unit," we
wi |l end up having them used.

That is a fast overview as reserves as we
plan to do that, what we are currently doing and
where we are going at the Okl ahoma Bl ood Institute.
"Il be glad to take any questions.

Kar en?

MS. LIPTON: Actually, one comment
qui ckly, and that is that we've focused on supply
here, but the other advantage to that Goup Ois
really elimnation of errors and accidents in the
transfusion service, which | think could be very
hel pful .

DR. G LCHER: Absolutely.
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MS. LIPTON: | just had two quick
guestions. Number one, when | |ook--in your
testing capacity, if you could address disruptions
to testing capacity, because that would seemto be
alimter. And then the other question is, how do
you deal with the changing--as you're rotating in
the frozen, how do you deal with the changi ng donor
suitability requirenments? Are you defining a
certain type of donor that you actually put into
the frozen inventory? How do you deal with that
i ssue?

DR. G LCHER: The testing issue is a
concern because we only test in one |ocation, and
that's a critical location. W also do all of our
conmponent manufacturing, because we really are a
manufacturing facility, at one |location. W could
set our manufacturing up in other |ocations as |ong
as we had the space. W could nmove it in that
t hree-week period of time. Testing would be very
difficult. W would have to find an alternative
source of testing, and hopefully that woul d exist.

That would be very difficult for us to set up
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The second question was?

MS. LIPTON: The donor suitability in
rotating the frozen units.

DR. G LCHER: When we | ooked at how | ong
we could store these units and how fast would we
have to turn themover, initially we thought four
years, but | think that three years is nore
realistic with the various changes that are coning
along. Sorme would require that--in theory those
units have to be tested. Qur plan is to keep a
repository sanple frozen of plasm fromevery unit
so that we can do additional testing if that was a
critical test or deened a critical test, in order
to rel ease those units.

MS. LIPTON: And then you wouldn't--but in
terms of donor suitability, if there were other
requi renents put in in terms of collection of units
from donors that have now becone at risk for
sonmet hi ng, you wouldn't do any additional screening
of that?

DR. G LCHER: O course we don't know what

to screen for at this point in tine, and we'd have



to be able to get around that issue because the
donors woul d have been drawn at a tinme when they
woul d have been accept abl e.

MS. LIPTON: Right.

DR. G LCHER: And then the question is,
are they not acceptabl e because of sonething that
we find out in the future? That's a hurdle we'd
have to cover.

Jay?

DR. EPSTEIN. | have two questions, Ron.
Al so, thank you. This was really a very hel pfu
oversi ght.

Do you have any comments about the need
for platelet reserves and any strategies to dea
with platelets? That's the first question.

And t he second question is, could you

comment on what it takes in terns of resources to

have any significant throughput when you're thaw ng

a frozen unit? |In other words, how many units can
one technical with one machi ne prepare per day?
DR. G LCHER: | didn't coment on

pl atel ets or plasnma, one, because there isn't that
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much plasm used. We do keep a lot of reserves on
pl asma. Qur concept on platelets, Jay, is that we
believe that the platelets will have to be stored
in the donor, and that we have to have a core of
donors upon whom we can call. W' ve |ooked at
doing certain things with sone of these donors.

For exanple, we're trying to find donors
in our system who have been vaccinated for
smal | pox. And then talk to them about being a
donor because that is one of the concerns in the
future. |If we had an attack on a country where
smal | pox were introduced or we had to do nass
i mruni zati on, we need a core of donors who really
are already imunized. W're trying to think ahead
in that regard, but we think that platelets really
have to be stored in the donor, and we have to then
be able to call on that core of donors at that
particular point in tine.

The second part of the question was the
throughput. |It's basically an hour per machine.
We work around the clock in our system in our

conmponent manufacturing areas. And we woul d be
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able to, we think, with three devices at each
| ocation, which is a total of six devices, we could
do about 20 units per device per day, running
around the clock, and that allows a little extra
time for mishaps. So we could basically deglyce
about 120 units of the frozen per day--now, they
are Goup O-to put back into our system W think
that that would be enough. |If not, we can increase
t he nunber of devices, but it's basically 20 units
per device per day, and that's using it--

DR. EPSTEIN. |If you have the staff.

DR. G LCHER: Yes, we have to have the
staff to do that, right.

Cerry?

DR. SANDLER: |'m Gerry Sandler, and |I'm
here representing hospitals actually, and | was
marvel i ng at how well you've selected fromthe
technol ogy. But what | was really focusing on is,
here we go again with another very attractive
programthat's being built on, the add-on to the
patients who are in the hospital today, who have

got nothing to do with the need for the reserves.
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We woul d be giving--with the way you described, a
50-cent to a dollar tag on a bill to current
patients, and giving the United States Mlitary and
Homel and Security a free ride, by getting their
i nsurance and the reserve.

My question is, is there anything
intrinsic to the concept that wouldn't be
consistent with a proposal that Honel and Security
and the mlitary build a national reserve of frozen
bl ood, on your nodel, and if in tines of crisis the
hospitals had to tap off that, they could pay as
t hey go?

DR. G LCHER: Well, the front end costs
that 1've tal ked about here--and that actually is
the cost of bringing that first 2,000 units into
the system-we' ve al ready approached the Honel and
Security issue in Cklahoma. There have been nonies
given by the feds to Okl ahomm, and none of that
noney has been tapped so far, not a dollar of it,
and that's because there have to be state matching
funds and the state doesn't have the funds. But

what the state has told us, if we can go out and



rai se the matching funds, have those given to the
state, the state will allocate them and so we will
then be able to access that. W' re working on
that. You're right. That is one of the ways that
we can help to pay for it.

Ot herwi se, it does have to conme out of
operating costs because nothing is free and we have
to pay for this.

Har vey.

DR. KLEIN: Harvey Klein. Ron, since
you're targeting a certain group of O donors and
since your frozen reserve i s not sonething that
you're going to use for unplanned energencies, it
seens to nme that you mght be able to contact these
i ndi vi dual s shoul d additional donor qualifications
ari se, such as geographic exclusions. Are you
maki ng any plan to do that kind of requalification?

DR. G LCHER: Yes, that's a good point.
The donors that we intend to target are going to be
the regul ar donors in our system who are donors
that we can get back in case the frozen repository

sanpl e woul dn't be adequate or we needed additiona
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information, if that's what you're driving at.

DR. KLEIN: | am but | don't even think
you' d have to get them back. There are |ots of
ways of conmmunication to find out if they lived in
Europe in the last 20 years or some other such new
qualification requirenent.

DR. GILCHER: Right. W don't want to
target donors that would be potentially deferrable,
i f you understand what |'mdriving at.

Dr. Heaton?

DR. HEATON: Andrew Heaton. Ron, could
you conment on the loss of red cells during the
freezing, thaw ng and deglycing process? What do
you actually recover at the end, w thout the
storage |l oss? And then secondly, comment on the
cost of a standard unit of red cells versus a
t hawed, deglyced red cell?

DR. GILCHER: It's a good question, Dr.

Heaton. The way the systemis currently set up, it

really is set up for a 450 m red cell collection,
and there have to be sone nodifications so we can

really maxim ze the red cells, because there is
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sonme | oss just because of the way the current
systenms are set up, because we essentially do a 500
m whol e bl ood coll ection.

What we target in our systemis 200 ms of
absolute red cell mass per collection. That is
what we're targeting out of a 500 ml whol e bl ood
collection, and currently when you freeze a unit,
what you end up actually freezing is around 180,
maybe 185 m s of absolute red cell mass with
approxi mately somewhere between a 10 to as high as
a 20 percent loss during the deglycerolization
procedure, which is partly henpolysis, but also sone
red cells that are |ost as whole red cells.

DR. BRECHER: Ron, we're going to have to
conclude this one. Thank you very rmruch.

DR. G LCHER: Thank you.

DR. BRECHER: We're now going to return
back to our schedule, and |'mvery happy to
i ntroduce Dr. Christina Beato, who is the Principa
Deputy Assistant Secretary for Health.

DR. BEATO  Good norning. Like Dr.

Brecher said, nmy nane is Christina Beato, and | am



now the Acting Assistant Secretary for Health. |
want to wel come you all here this nmorning, and on
behal f of President Bush and Secretary Tommy
Thonpson, sincerely thank you for all the work that
you are doing on behalf of trying to give us your
best expertise and i deas on how we can create
policy to neet the variety of needs that our nation
is facing, and hypothetically, will continue to
face in the future.

| come fromthe state of New Mexi co,
Al buquer que, New Mexico. |'mone of the new
westerners here in the D.C. area. | amfascinated
by the D.C. culture, but certainly mss the desert
Sout hwest, and just wanted to say a little bit
about nyself in that sense that this is a beautifu
country, but | still say that the Southwest beats
you all.

[ Laughter.]

DR. BEATO M last two years at the
Department of Health and Human Servi ces has been an
i ncredi bl e experience, and | have |earned a | ot

about your Committee, worked very closely with
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M ke, and had the pleasure to neet your chair
three or four nonths ago? About two nonths ago.

So I"'mquite famliar. | cone from an
acadeni c nedical center as well as the only Level
trauma center in the State of New Mexico. So the
i ssues of bl ood, blood transfusion, errors. And
also froma state the has Los Al anps, Sandia, and
the hone of the Stealth fighters, Clovis, New
Mexi co. So we work closely with mlitary units as
well. | can tell you that this is an inportant
critical topic, not just in every day issues with
hospital s, trauma, chronic di seases, congenita
di seases, but al so facing our new environnent of
BT.

As the Acting Assistant Secretary | | ook
forward to working with you all to nake bl ood nore
avail able, and in these uncertain tinmes, making it
as safe as it's reasonably possible to do.

Last year, Dr. Eve Slater, the previous
Assi stant Secretary for Health, spoke to this
Committee on several issues. In particular she

asked you to consider the nmintenance of an



adequate blood supply in the face of mass smal | pox
vaccination at a future neeting. Snmallpox is a
particul ar specific issue, but there are other
agents that could create a situation where the

bl ood supply could be drastically reduced and
demand increased. |'mgoing to ask this Conmittee
to sort of broaden away fromjust |ooking at small
pox. l'mgoing to ask you to really |Iook at a
broader picture, at a systenms issue, so that we can
get your best advice in a nore conprehensive
manner .

For exanple, in our country today we're
experiencing the West Nile epidenic. China and
Canada, since you |ast nmet, we experienced SARS
Canada has a BSE case. |It's our neighbor very
close to the north. The trade with the nmeat in
this country is very, very tied in together. This
is a situation that could possibly influence our
supply and dermand in both countries.

The U.S. has experienced sonething called
nonkeypox, which was unheard of in the Wstern

Hem sphere. There are new energing infectious
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di seases in our hem sphere that we predict wll
continue to do so due to global nobilization, the
way fol ks nove in and out. Agent TTVX could be
di scovered that affects our blood supply, and
needl ess to say, what's always in the back of our
heads, another event of bioterrorism

While BT is clearly an unnatural event and
potentially quite devastating, the real threat
occurs every day, and | know this being an ER doc
and working in a trauma center. Due to the variety
of situations that could reduce the blood supply,
or increase demand on a daily basis, | think it's
quite inportant to consider the scenarios beyond a
BT event.

As ny friend, Dr. Brecher has already
revi ewed, the Conmittee has made reconmendati ons
regarding reserves. | want to ask you again today
to take a broader, nore conprehensive and thorough
than you have in the past, a |ook at that issue
agai n.

Again, I'msorry I'mlate. W were in a

car accident. They wanted to haul nme off to the
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hospital. The car did get totally crunched. But |
thought it was quite inportant to conme neet you and
say hello to you, and ask you to |look at this,
because these issues, even as new BT dollars get
allotted, indeed they will go through Homel and
Security, but our Departnent is in charge of
stockpiling. W are in charge of collaborating
with the Comm ssion Corps, and working together
with De-Mat teans. So this is going to be an issue
where we certainly will continue to have a | ot of
i nfluence and certainly create the policy
surroundi ng that.

So again, on behalf of nmy boss, Tommy
Thonpson, and President Bush, and during all these
exciting and challenging tinmes, thank you very
much, and | |ook forward to hearing what you al
have to say when you get done.

Thank you.

DR. BRECHER: Thank you, Dr. Beato. You
have tinme for maybe a question or two fromthe
Commi ttee menbers?

DR. BEATO | do. I'malready late, but

56



57
"Il be glad to take one or two.
DR. BRECHER: There mmy not be any.
DR. BEATO  Any questions?
[ No response. ]
DR. BEATO  Thank you so nuch
DR. BRECHER: Thanks a | ot.

Okay. We're a little ahead of schedul e,

so we're going to take a break, and we'll conme back
at 10 o' clock and that will put us back on
schedul e.

[ Recess. ]

DR. BRECHER: W are going to resune.
We're trying to get back on schedul e here. The
next talk will be the Health Sector Critica
Infrastructure Protection, Lou Rolon.

Thank you.

MR, ROLON: Thank you. Good norning. M
name is Louis Rolon. | work for Logistics
Management Institute out of MLean, Virginia. [|I'm
the functional expert for CIP, for the devel op of
CIP. Over to ny right here is John Di Doro [ph].

He's the technical led for LM on the CIP
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initiative for the health sector

W were invited to cone here and speak to
you all. Captain McMurtry | believe received a
briefing fromnmy boss recently, and he asked us to
come down here and give you a brief.
Unfortunately, ny boss couldn't be here. He had to
go on vacation for a well-deserved rest. And |I'm
here to provide you a general overview of the
critical infrastructure program or protection
program and how it relates to the health sector

What is CIP? Many of you may have heard
this term and essentially what it is, it's the
i dentification, the assessnment and saf eguardi ng of
critical assets whether they're physical or cyber
and any associated infrastructure that is essentia
to the execution of the DOD mi ssion.

Bottomline with CIP is mission assurance.
That's our goal. CIP is a conprehensive process
that allows you to understand and protect the
critical assets, or the assets that are critical to
our national security during peace, during war, or

during any crisis. If | can digress a little bit,



you may have, many of you, heard what happened
about a week and a half ago with the power grid.
That was a classic exanple of CIP. You heard on
the radi o people tal king about critica

i nfrastructure, about risk, about vulnerabilities,
about coming up with strategies to deal with fixing
and mnimzing the risk to the critica
infrastructure. That was all over the radio, and
this is what it's all about.

In essence, CIP has a life cycle of its
own. It starts with identifying the itenms, and it
goes all the way through, if it needs be, to
reconstitute the critical asset if it gets
conpromi sed. |'mnot going to go into each one of
t hese, because it could take an hour to discuss
each one of themand |I'm not prepared to do that.

This is the DOD organi zation. | wll tel
you that the part that you need to know here is--right
are the sectors within DOD. There's,
believe, 10 here, the health sector being one of
them And we basically report up to the Secretary

of Defense. The DOD CIP recently was switched from
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operational control of C3l to Departnent of
Homel and Security, which is a good nove in our
view, in ternms of support, in ternms of resources.

Wt hin the DOD organi zati on you have the
Health Sector. W report to Health Affairs. At
Health Affairs we report to Ms. Enbry, who's our
boss. Wthin the Health Sector we receive
operational technical support fromthe Joint
Program Office. Also within the Health Sector is
divided into 11 categories. W're only showi ng 8
here and the only reason why we're showing 8 is
because these are the areas of enphasis currently
ongoi ng. As you see again, we have bl ood.
Currently we're in the analysis and assessnent
phase. What this nmeans is we're trying to identify
the critical assets within the health sector, want
to identify the risks, vulnerabilities, and then we
want to be able to identify what actions we need,
what strategies we need to nmininize or prevent
t hose ri sks.

VWhat this kind of shows is within the

Heal th Sector we have the PHAST dat abase, which
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stands for the Prinmary Health Assets Staging Tool
That's the database that we're currently devel opi ng
that identifies the critical assets within the
health sector. W do data dunps to the--staging
tool down at the Joint Program Office in Dahlgren
Virginia. They in turn, that information gets
validated. It can be manipulated. It gets
integrated into this process, into the ClIP database
at the JPO

Now, within the JPO they have this
vi sualization tool called the Operationa
Dependency Information Network. And |I'Il show you
what that capability is in a second here. The JPO
has a very powerful visualization tool that allows
you to depict critical assets for any given
scenario there may be. For exanple, let's take
bl ood. W identify blood assets. Using the
vi suali zation tool, using what they call CROP
which is | guess a A S type of application, they
can depict these bl ood assets anywhere throughout
the U. S. or overseas.

If, giving you an exanple--1'mkind of
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getting some blank stares here. |[|f for exanple,
sonet hi ng happens in D.C. concerning a
bi ol ogi cal / chemi cal attack, this product can depict
the contami nated area. It can show those critica
assets that have been conpronmised. It will show
those critical assets outside the area that the
nmedi cal response teanms can use to nobve patients or
nove casualties to those critical assets. It wll
be able to show what capabilities those assets
have. So if it's a trauma center, if it's a
nmedi cal center, whatever it may be. That's where
they're headed with this.

Qur health sector objectives are divided
into two categories. W're talking at the tactica
operational level, essentially what |'ve been
tal king about, is to develop the--identify the
critical assets so that we can get that integrated
into the JPO database. And then we have the
strategic, and that's devel oping the strategy, what
we call the Defense Infrastructure Sector Assurance
Plan, the DI SAP. We'Il talk about that in a

monent, in a fewslides, in a nonent. That's



essentially the road map. That's a strategy for
how we're going to get frompoint Ato point Bin
the health sector CIP process. It's kind of hard
to see.

This is a little bit dated. For those of
you that are very observant, if you conpare this
slide with the previous slide, where it showed the
heal th sector organization, there are a few
di fferences. But what | wanted to convey here, in
order for us to get here, we need the functiona
support fromthe capability areas so that we can
get the information that will flow through into the
PHAST and into the JPO database.

I highlighted bl ood here, kind of give you
a feel for what we're tal ki ng about when it cones
to anal ysis and assessnent. Wthin the bl ood
sector, you'll see that we identify the assets, we
identify the attributes of those assets,
capabilities. W identify vulnerabilities to those
assets so that we can again protect and minim ze
any conprom se of those assets. W tal ked about

the DI SAP. Essentially that's our road map to the
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health sector CIP process. |It's going to be a
maj or docunent that essentially delineates how it
is we're going to do things.

We have the establishnent of the Federa
Heal thcare CI P Wrking Goup. That brings together
all the capability area experts, blood, nedica
facilities to plug all nmedical units on and so
forth, into an environnent where we can sit down
and discuss the strategy. This is ongoing as we
speak. We plan on holding our first neeting
sonmetine in Septenber. We are having a subsector
nmeeting with the Arned Forces Bl ood Program O fice
on the 12th of Septenber, in fact.

What | want to do now is kind of give a
qui ck denonstration of the PHAST. W're
essentially in the beginning stages of the
devel opnent and design of PHAST. |'mgoing to show
you the initial database design was kind of a
di nosaur type, but it's not very intuitive. Then
"Il show you where we're going in terns of the new
dat abase design.

What we want to do within PHAST is build a



foundation. W want to know who it is, where it is
and what does it do. That's all we're trying to
do. W're trying to lay to first foundation, |ayer
of foundation, of this process. W're trying to
build a house, building the foundation. Then we'l
start building on top of that.

This is what PHAST | ooks like. This is
what you'll see initially on the screen. Mny of
you who don't have the briefing packets, it
identifies the asset, identifies where the asset
is, has a long identification, and it has other
i nformati on that you can put on there. You can add
sone information in terms of what that asset can
do. | have, for exanple, sone assets w thin PHAST
that may have a capability that | have to add
within the functional code area down there.

Any questions before we get into--none?

DR. BRECHER: Jay?

DR. EPSTEIN. On your 11th slide under
"bl ood," part of the assurance plan, you nention
strategi c national blood reserve. Wre you going

to el aborate on current thinking in that area?
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MR, ROLON:. Well, I'mnot in a position to
do that. These were things that nmy boss--he's the
strategi c masterni nd of this--what he was thinking
out in his mnd, what m ght be areas that we need
to discuss as we develop and structure the bl ood
capability area. |It's not confined to what you see
there. As we neet with the bl ood subsector, they
will assist us in identifying what that will be in
order for us to devel opnent the DI SAP

Any ot her questions?

[ No response. ]

MR, ROLON: |If you'll bear with ne a
second.

[ Pause. ]

MR, ROLON: The staging tool that we're
usi ng right now gives you information concerning
what it is, where is it, and what does it do?
That's essentially what we're doing now. What it
provi des is we have physical assets that we're
trying to identify right now. Those are the
critical assets within the capability areas.

And just quickly to go through this, we
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can do general searches, and |'lIl do a genera
search concerning the capability area, in this case
bei ng blood, and it should give ne the infornmation
that 1've currently been able to gather and
integrate into the database.

Now, |et nme take one here. Let's take the
10th Medi cal Group Transfusion Service, and it

brings up the information concerning that asset.

If | hit "capabilities," it gives nme right now the
capabilities that we've identified--1 hope it does.
It's kind of slow here. It looks like I have a

duplication here, but essentially the transfusion
service, to ny understanding, is that it provides
storage and transfusion services. W still have to
do sone data cleanup as we go along, and as we sit
down with the blood capability area, we'll define
t hat even further.

We al so have point of contact information
Agai n we have a duplication here. W also can
provi de i mages. W don't have images at this tine.
We hope that in the future, down the road maybe a

year or two out, we can provide inmage information
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on that facility or that asset.
Ri ght now we don't have anythi ng under
"sustainabilities." |In fact we renanmed this to,

believe, "vulnerabilities," and we'll show you that
in a second.

This is what the new version of PHAST
| ooks like. It's very intuitive. It allows you to
get in and out of screens very easily. The
previ ous one | just showed you does not. It's a
very cunbersone, very tedious process you have to
go through in entering data, and it takes a while.
So we've devel oped this new version. It's going to
 aunch here in about two weeks. It will allow
whoever uses it the ability to--in other words,
it's very user friendly is what I"'mtrying to get
at .

Any questions to this point? Yes, sir

DR. HEATON: Andrew Heaton, Chiron. 1Is it
the intention of the agency to better docunent
maxi mal throughput of production or capabilities
rather than just physical assets? This database

| ooks |like a physical asset description. It



doesn't describe capability, and is it their
intention to do that?

MR, ROLON: It will identify capabilities.
That is the essence of this database is to identify
those capabilities. Right now, renenber, we're
| aying down the first layer. As we grow, those
capabilities will be identified. As we sit down
with the capability areas, they will assist us in
i dentifying what those capabilities are going to
be, what the vulnerabilities are going to be.

We'll identify that. That will go into the
dat abase.

DR. HEATON: And you'll extend this to
cover civilian agencies as well as mlitary.

MR, ROLON: We're very dependent, the
health sector if very dependent on the comerci al
and private sector, so my answer to you will be
yes. But the initial goal is to identify the DOD
assets, not within blood. Cbviously you're very
well integrated with the conmercial side of the
house. So we understand that. W've been working

on that as well.



DR. HEATON: Thank you.

MR, ROLON: Any ot her questions?

DR. BRECHER: What do you nean by
vul nerabilities or susceptibilities, say in the
context of blood? Could you give a few exanpl es?

MR, ROLON: We're tal king about those
things that can conpromi se the asset and its
ability to function. So if, let's say, within
bl ood you have things that sustain bl ood, power
utilities, supplies, whatever it may be, that is a
vul nerability. The power can be a risk. It can be
a vulnerability.

DR. BRECHER: Any ot her questions? |If
not, okay, thank you.

MR, ROLON: | want to thank you all for
inviting us down, sir. |It's a pleasure.

DR. BRECHER: We're going to move back to
di scussing reserves, and we're now going to hear
fromthe Departnment of Defense, Brenda Bartl ey.

COMMANDER BARTLEY: Good nmorning. | was
asked to cone down here this norning to give you a

bri ef overview of sonme of the experience that the
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Department of Defense and the military has had with
frozen blood and frozen bl ood reserves, so | hope
to do that this norning.

Just to give you a little bit of a
background, the reason that we established a frozen
bl ood programto begin with is because in--normally
in peacetime--of course we have a little bit nore
bl ood on the shelf right now than we normally did--but
normal Iy we only keep about 700 units on the
shelf that's available to ship overseas for a no-notice
conflict, and we estimate that it would take
us a mninmumof 72 hours fromthe tine that we
activated our blood donor centers, till the tine
that the first units that are collected are
available to ship. So we have a little bit of a
| apse there in between the tinme that bl ood may be
needed and the amount of liquid blood that we have
on the shelf.

So back in the late '80s, early '90--the
mlitary's been freezing blood for about 30 years,
specifically over the last 20 years--but in the

late '80s, early '90s, we began to start freezing



| arge quantities of blood products specifically to
preposition in frozen bl ood product depots
wor | dwi de and on hospital ships and naval vessels
in order to have that stopgap solution until liquid
bl ood was available to flow into our hospita
areas. And it was also used within the nedica
treatment facilities and our hospitals in CONUS in
peacetine, to supplenment our inventory with O negs.
Back before, during the Cold War, we had about
225,000 units of frozen bl ood prepositioned
wor |l dwi de. And since the world has changed so much
lately, our requirenents have decreased. So
currently we have an inventory of about 61, 000
units, and our distribution of O pos, O neg, you
can see there is 85 and 15, is what we try to do.

Basically here's the distribution of where
we keep our frozen units. Mst of it is in the
Paci fic, as you can understand, a little bit in
Eur ope, and within CONUS we have sonme frozen within
di fferent hospitals and aboard naval shi ps.

The CONUS depots we tal k about is our

armed service whol e bl ood processing | aboratories
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that are Air Force facilities at McGuire Air Force
Base and Travis Air Force Base in California.
McGuire is in New Jersey.

And you can see we do put frozen bl ood,
and currently have frozen bl ood board our nava
vessel s that we have casualty receiving and
treatment ships. They can hold up to 950 units,
and our hospital ships can store upwards of 3,000
units. We don't always keep that amount on board,
but they do have that capability and storage

capability.

So our bl ood product depots worl dw de were

built, like | said, in the early '90s, and we have
a bl ood product depot in Okinawa, and then we al so
have two in Korea, and there's one in Sigonella
Sicily, so that just shows you where our assets
are. And those bl ood product depots, their
function is to receive and store frozen bl ood, and
then if they're activated 24 hours a day, they
woul d be deglycing that frozen bl ood and meking it
avail able, and we estimate that it would only be

wor ki ng for about 10 days. O course, you don't

73



74
want to be deglycing frozen bl ood once Iiquid blood
starts flowing in because it's so tinme consum ng.

And then our job is to distribute that frozen,
degl ycerolized blood to the field hospitals where
it's needed.

There's a bad picture of the bl ood product
depot, our newest one that we have in Oki nawa
there. It's a 60,000 square foot facility that was
just recently built in about--about 10 years ago.
You can see the nmmssive anount of freezers that are
in there. | think we have 20, 25 of those ultra-Iow
freezers with the double conpressors. They

al so have CO 2 backup
systens, and then we have

enmergency generators so that the facilities are set
up in order to--we have nmultiple power failures in
the Pacific with typhoons.

In the left-hand side you can see we have
the old Haenpnetics 115 cell washers, and there's
about 30 of those, and there's a big water bath to
thaw the units out. So there's a huge equi pnent
outlay that's required for frozen bl ood.

So in the old nethodol ogy that we use, we



still use the high glycerol, 40 percent weight to
vol une nmethod. That hasn't changed as Dr. Volare's
met hod. But the current units in inventory that we
have now are collected in CPDA-1 in the 800 mi
col l ection bag, and we freeze in that primry bag.
The age of the red cells when they're frozen, you
can see are six days or |less, has to have a very
speci fic hematocrit range, and | put a few of the
steps that it takes basically just to show you that
it is very tine consuning, it is very |abor
intensive, all the steps that need to go through
all the very specific things that have to be done
to the unit, and it takes about, by the old

nmet hodol ogy--when | say ol d nethodol ogy, that's
usi ng an open system-it takes about an hour to
freeze a unit of red cells. Now, you can do those
in mass quantity, and you can probably freeze 10 at
atinme, but it does take sonme tinme. They're placed
in the bottomof a nminus 80 degree freezer, and
it's supposed to be within four hours fromthe tine
that you take it out of the refrigerator

So the nmain thing is they have to be |ess
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than six days old. You have to warmthem up, and
then it takes about an hour to prepare them before
they go into the freezer

The Haemonetics cell washer is the
nmet hodol ogy that we have out there. W have
hundreds of these deployed to different nedica
treatment facilities within the United States and
overseas in all of our blood product depots again.

My red didn't show up very well
Basically, the point that | was trying to enphasize
here is that we only have a 24-hour, as you know,
post-thaw shelf life on these units because it is
an open system They're manual, so we have a lot--1 think a
ot of error. W have about a 15 percent
breakage henol ysis rate when we degl yce these
because you're nmanually adding the saline to it,
and if you don't do it exactly right, you henolyze
the unit. The thaw tine, it takes about 30 mninutes
to thaw these units out in a water bath.

Now, the throughput on this is we can't do
this very fast. |It's all dependent on the nunber

of machines that you have. So you can produce one



unit per hour for every machine. So if you have 30
machi nes, you can produce 30 units an hour, and

that's it. W have done nmultiple, nultiple tinme-phased
studies on this and we know that this is a

good nunber, even with very well trained

technicians. And one tech can usually handl e two,
maybe three machines at a tine, so it's slow It's

not something that you're going to be able to

produce massive quantities at one tine, but we--that's why
we put a lot of cell washers and we

pl anned on operating 24 hours a day.

The preservative solution you can see that
these units are suspended inis .9, .2 saline
dextrose. The problemis that the Haempnetics 115s
are not being manufactured any nore. It's hard to
get replacenent parts. So we were very anxious to
get a new instrunentation that would hel p us out.

The Haenmonetics 215--and | understand
you're going to have a presentation later on from
Dr. Holnberg, so | won't go into a |lot of detail on
this, but I did want to touch onit. W were very

excited when this machi ne cane out and when it was
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approved by the FDA because it is automated. It's
process controlled. It's FDA approved. The units
are sterile docked. It's a closed system

technology and it's approved for 14 days post-thaw
shelf life, which is exciting for us, because that
i ncreases our availability of red cells at renote
| ocations, and it al so hel ped us reduce the
frequency of having to resupply small field
hospital s, when we can put blood out there that's
got 14 days on it after deglycing it. The
t hroughput, again, it still takes 30 minutes to
thaw a unit in a water bath. The throughput, it's
alittle bit faster--not faster--it's a little bit
better in the fact that it frees up personnel. One
person can operate three to four machines instead
of one to two machines. But we still have about
one unit per hour per nmachine. So again, you're
machi ne dependent on the tinme that it takes, but
one person can't operate nore, so you' ve saved sone
| abor .

That's just a slide that you can | ook at

and see--we were excited about the recoveries. The
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hematocrit it good. The hemplysis is very |low, and
the potassium after 14 days of storage. So the
mlitary was very excited when this cane out.

So the other thing that we are excited
about is this new plasm thawer, and we understand
that it is now-has now obtai ned FDA approval for
thawi ng frozen red cells, and that hel ps us in that
the water bath issue was--you know, the units would
break. It would contami nate. So we're very
excited about being able to use this. [It's got
menbranes down in there where you can get various
si ze bags.

Anot her instrumentation that's out there
that is not approved but is still under
devel opnent, and the military is follow ng very
closely and is helping to front some of this

research as nission nedical. It is a hollowfiber
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filtration technique. Also they are |ooking at 14-day post

thaw. They use a dry water bath though in
the throughput. This is what the nmilitary is
excited about. |It's supposed to be one unit per 30

m nutes per machine, so this could cut down our
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processing tine in half if in fact it cones to
fruition. Same amount of technicians and machines.

They have a new tradermarked bag they're
calling a Stericon bag, which is a |lot better, a
ot nore resistant to breakage, and it al so
preserves the red cells just |like the Haenpnetics
and the AS-3. The recovery is very simlar. As |
menti oned, the freezing bag is flat, and you can
see at the bottomthe dry thaw bath that they're
proposing with their system can reduce your thaw ng
time for 7 minutes if you're using the Stericon bag
to only 13 minutes if you're using the 800 m bag.

So this, if it comes about, could really
speed up our production. That's just a conparison
chart of what | just nentioned.

So now, our challenges. So we are very
excited about the system The regul atory
constraints that we're facing now though is that we
have these 60,000 units of frozen blood that are
out there. | think one of ny slides didn't cone
t hrough, but basically the problemw th the frozen

bl ood out there today is it's very hard--you can't



keep up with all the changes and the questions, and
t he donor screening requirenents and the testing.
So we really need to replace the units. And we
have a lot that are coming to the 10-year
expiration, so we really need to replace the 60,000
units that out there, and so in setting up our
noder ni zation plan to replace that, these are sone
of the constraints that we've come across.

The current Haenonetics 14-day post thaw
ACP-215 is only approved for CPDA-1 collected in
the 800 mM bag. Well, of course, very few people
use that bag any nore. Mlitary still collects in
it some just specifically for this reason. And so
additional studies are going to need to be done for
AS-1 and AS-5. Qur understanding is that sone of
the bl ood industry is doing some current studies
for the AS-1 anticoagulant to collect the blood in
the AS-1 anticoagulant, and the military is |ooking
at doing sone studies with Haenonetics too on the
AS-5 anticoagulant. So what we really want to do
is move away fromthis 800 m bag and use a primary

freezing bag that's sterilely docked, and then use
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ot her anticoagul ants, because the rest of the world
collects in AS-1 and AS-5 al so.

The other issue that we're currently
di scussing with the FDA is the approval for this is
only for storage at m nus 80 degrees centigrade or
col der, and as you know, currently the current
nmet hodol ogy i s approved for mnus 65 degrees C or
colder, so we're in discussion with the FDA trying
to get this resolved, but we may have to do
additional studies to prove that the m nus 65
degree or colder storage is equivalent to the m nus
80 degree. They say they don't know whet her the
good recoveries and post transfusion survivals are
due to the storage at m nus 80 or whether it was
equi valent at mnus 65. So we may have to do sone
addi ti onal studies, but we're working with them on
that. So that's a big constraint.

We're not sure whether we're going to be
able to take our old units and use the autonmated
system and degl yce the old units on the new machi ne
and still have a licensed product, even though the

technol ogy didn't change, it just automated the
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process. So we're working with the FDA to resolve
t hat .

And then there is a big question regarding
3-year versus 10-year storage. The CFR currently
has m nus 65 degrees for 10 years for frozen red
cells, but again, the question is going to cone up
as to whet her when we apply for our |icensure,
whet her we're going to get that 10-year storage
because they don't have any units that have been
stored, frozen and stored by the new nethodol ogy
for 10 years and deglyced to prove that it's
equi val ent, but hopefully we'll be able to use sone
of our older data to show that it is.

The shelf |ife issue, the mnus-65-degree
i ssue, the main problemwi th frozen bl ood reserve
is that any blood that you freeze, as soon as a new
qguestion cones out, you know, as soon as a new
donor screening procedure cones out, your units are
not going to neet the current FDA guidelines for
donor screening or donor testing. And as you can
see, there's numerous tests that have cone out over

the last few years. So that's a big problem
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Logi stical issues with the new
instrumentation, it's a small--the wash bowl needs
to be alittle bit bigger. W're going to do sone
studi es on a bigger wash bowl, but because of the
current wash bowl , you have to adjust your
coll ection sizes. You have to make sure that the
hemat ocrit is not greater than 46 percent. So it's
not something you can't overcone, but you just have
to make sone adjustnments and be very careful in
collection in your donor hematocrit and
henogl obi ns.

In addition to that, shipping frozen bl ood
is very cunmbersone, dry ice, and 30 pounds of dry
ice and you can only put about 16--we put about 16
units of blood in a box. That becomes very
expensive and very hard to re-ice if it's going to
be |l onger than 48 hours and you're shipping | ong
di stances like we do. Again, | nentioned the water
bath is definitely alinmting factor. As soon as
you throw a couple of units of frozen blood in a
wat er bath, that tenperature goes down so | ow that

it's hard to thaw the units out. So that's why



we're very excited about the thernpgenesis nmachine.

Logi stical issues in a frozen bl ood
reserve program You have to | ook at--when you
freeze it, you can't freeze it all at once. This
is a lesson learned for us. W froze several units
over probably three to five years, and then now al
of our units are coming very close to expiration.
So you have to set up a plan so that your frozen
bl ood is frozen over a seven- to ten-year period,
what ever the expiration date, shelf |life of those
products are.

And t hen people tal k about, well, why
don't you just rotate your products? Wy don't you
rotate your reserve and then freeze every year?
Well, if you look at what it would take--and |'ve
got sonme cost estimates there that later you can
see--you woul d have to constantly freeze every year
to replace your expiring units, and then you' d have
to use them during peacetine. You have to be using
your frozen units; otherw se, you're going to be
throwi ng them away. And then there are costs that

are associated with deglycing, additiona
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deglycing. So it's really nore costly to freeze
and deglyce a unit than it is to collect--or to
deglyce a unit than it is to collect the red cell
So, subsequently, we have not rotated our units,
and we just can't use themall in peacetinme. And
so that's why they're expiring.

An additional thing to think about is
you' ve got frozen sanples that have to be kept.
Well, at first we didn't keep frozen sanples. Then
we got smart and deci ded we were going to keep
them But then we collected--we had little
cryovials with serumor plasnma in it. But then we
deci ded we were going to put themin the box. And
then when H V-1 antigen canme out and we had to go
back and retrospectively test all the units, we had
to go open up every single box to pull out these
cryovials. So definitely a | esson learned is you
have to have your serum sanples or your frozen
sanpl es for retrospective testing has to be
centrally maintained in a database so that one or
two places will have the specimens and can do the

testing and not have them | ocated with the units.



It's too logistically--too nuch of a problem which
we found out.

The sanpl es al so nowadays wi th NAT woul d
have to be PCR quality. Well, the sanples that
we' ve saved are not PCR quality. They were serum
and plasma that were pulled off of the testing tube
when we frozen the units. So, subsequently, we
can't test these units for HCV and H V by NAT.

Then, also, with the NAT technol ogy, you
have to renmenber that you have to docunent the
nmul ti pl e-sanpl e freeze-thaw cycles. |f you take
themout to do a new test, you have to docunent
when you took it out, howlong it was out. So
there's a lot to think about when you're setting up
those frozen sanples.

Some cost factors for you to consider
This is what we have estimated it would take us to
replace the inventory that we have, so that's what
this is based on. |If you look at it, we estinmate
that it costs about $415 to freeze a unit, and that
i ncl udes everything--collection, testing,

equi pnment, personnel --and then about $85 to thaw
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and prepare.

In addition to that, the instrumentation,
you know, it probably has a shelf life of seven to
ten years, | think, | would estimate. So we
estimated a ten-year--not shelf |ife but equi pment
life, maybe less than that. So every ten years or
so, you're going to have to replace the
instrumentation. Initially you've got to freeze
the unit, so we figure it's going to cost us about
$28.5 million over a ten-year period just to build
up--we've decided we want to freeze 68,000 instead
of the 61,000 we have because we have sone
addi ti onal ships out there.

Then if you're going to use it during
peacetinme to rotate it, at $85 a unit to deglyce
it, then, again, that's another $500,000 that it's
going to cost us if we use the units in peacetineg,
about 10 percent per year. So basically you're
constantly freezing and degl ycing, freezing and
deglycing all over the world, wherever your frozen
reserves are.

Then, of course, the frozen storage.
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Luckily, we had freezers in place. W have
freezers in place, but we do have to replace those
every five, six, seven years because they do run
ultra cold. So we |ook at about $32 mllion for us
just to maintain 68,000 every ten years.

In addition to that, you've got testing
costs. W just did a real quick estimte. W
| ooked at six new tests that were inplenmented since
1991, and so we figured there may be--we assuned
that there was probably going to be four new tests
over the next ten years. W estimted those tests
to be about $25 a test, even though under IND the
cost is a lot less, but about $25 a test is a rough
estimte. So we |ooked at $100 a unit to do four
additional tests over the next seven years. So
that's another $7 mllion

Ot her considerations to | ook at when
you're doing this is that the mlitary has been
approved for--and I'mnot sure if civilian agencies
do this also, but the mlitary has been
rejuvenating and been licensed to rejuvenate red

cells. In the three to five days post-expiration,
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we woul d routinely add the rejuve-sol, go through
the rejuvenation procedure, and then we refreeze
them and those units had as good or better post-transfusion
survival in 2,3-DPG as a fresh unit.

The problemwi th the rejuvenati on program
and why we put a halt to that until we went through
some of these stages was that the specinens, of
course, when we were rejuvenating, had been sitting
in the refrigerator for 30 days, and they didn't
neet the requirenments for H V-1 antigen, which is,
you know, the specinen has to be only stored for
i ke seven days or frozen. So we had a | ot of
rejuvenated units out there that we could not go
back and retrospectively test. But we are going to
readdress the rejuvenation program and we may j ust
have to freeze specinmens up front in PPT tubes.

And then if we freeze those units, then we woul d
have a speci nmen avail abl e.

The other thing to consider is your ABO Rh
m x. We have just routinely frozen all Os just
because it's the universal donor. But you don't

necessarily have to. |If you're going to be setting
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up a frozen reserve in hospitals, you could have
other Group Os--1 nean other groups, As and Bs. It
doesn't have to be all Os. But it is something to
consi der.

That's really the nain issues to get
across. Right now the frozen blood programw th us
is on hold until we can resolve these other
regul atory issues of the minus 65 degree storage,
the shelf |life, and the anticoagul ant with the FDA
so we're going to be working with themto try and
resolve some of these things so that we can get our
program nmovi ng and going to replace the units that
are out there.

We don't want to continue to freeze under
our old nethodol ogy. W want to use the new
nmet hodol ogy and be able to get 14 days.

Any questions? Yes, ma' anf

DR. LOPES: |'m wondering whether or not
it's feasible or allowable for you, rather than to
destroy outdated units--and | understand why the
rotati on system may not work for you, but could

those units be rotated into the civilian systen?
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It seens that 85 bucks a unit would be a very snall
price to pay for the civilian systemin areas of
shortage to be able to thaw and use those units?

COMMANDER BARTLEY: Well, that's possible,
except that we're not throwing them away. The
mlitary has decided that even though the |icense
is ten years, we have data that shows that they're
good for 16 to 20 years. And so just for mlitary
contingencies, for energencies only, we want to
replace these units. W want to have them neet the
FDA standards. But until we can get all this
repl acenent going, we are holding on to those units
in their quarantine status just in case we--npst of
them are in, you know, Korea and those kind of
pl aces. So we really have not thrown them away.

Now, over the years, we have gone down
fromthe 225 to 65, so | guess that's sonmething to
consider. You add in the shipping costs and those
ki nds of things, too.

DR. BRECHER: Commander, how have you
addressed the changi ng donor qualifications? For

exanpl e, were you in England for a fixed amunt of
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time? Have you just ignored those?

COMMANDER BARTLEY: Well, we haven't--you
mean for the frozen?

DR. BRECHER: For the ol der units.

COMMANDER BARTLEY: They don't neet that
CJD requi renent .

DR BRECHER  Harvey?

DR. KLEIN: Harvey Klein, NIH | know
you' ve | ooked at the cost of this very closely, but
| still don't quite understand why you coul dn't
rotate if these were being put into either civilian
use or into mlitary hospitals--in addition to
which, it seenms to ne extrenely inportant that you
do continue to freeze and thaw all the tinme, just
to mai ntain conpetency of your staff.

COMVANDER BARTLEY: Yes, and we do that
within our facilities. W use themfor the O negs
and the O pos to supplenment our inventory. So that
keeps our conpetency up. On the ships in the
renote areas, they'll go through and do QC once a
nmont h and meke sure they do their conpetency. And

we try and use them as nuch as we can, but it's



just--you know, with 225,000 units, it's kind of
hard to use all of them So maybe now that our
inventory is down a little bit, it mght be a
l[ittle bit easier to rotate. But, | nmean, it's
certainly a consideration.

DR. KLEIN: And with 14-day storage or
rejuvenation, you're not going to be shipping
frozen anynore.

COMMANDER BARTLEY: Ri ght.

DR. KLEIN:  You could certainly ship in
liquid form

COMMANDER BARTLEY: Right, exactly.
Before, those units had to be used where they were
degl yced. And they m ght not have been needed
here. They nmight have been needed over here. But
you're right, with the 14-day post-thaw, that gives
you a lot nore flexibility to ship products around
the country.

Any ot her questions?

DR. SANDLER: When the Pentagon was hit,
Balti nmore Red Cross sent 500 units of Group Ointo

the area, which gives you a nunber, gives you an
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i dea of what you'd need. |I|f you got an order
somewhere, just release fresh blood, we need 500
units of frozen bl ood prepared, how long is it
going to take to start fromthe freezer and deliver
an order of blood on the order of nagnitude that's
needed? How |ong for 100 units?

COMVANDER BARTLEY: It's hard for ne to
tell you right now how |l ong that woul d take, but it
woul d take a long time. But why would you want to
prepare frozen units? |'mnot sure the direction
you're | ooking at.

DR. SANDLER: |'menvisioning this as a
back-up, | guess. | thought this was a nilitary
programto provide blood in an energency situation

COMMANDER BARTLEY: We deglyce frozen
bl ood in an energency.

DR. SANDLER: |Is that not one of the
options here?

COVMANDER BARTLEY: [I'msorry, |I'm not
foll owi ng what you're saying.

DR. SANDLER: |f you needed to prepare a

ot of blood fromthis, do you have any idea how
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long it would take to prepare it?

COVMANDER BARTLEY: Frozen?

DR. SANDLER: Thawed.

COMMANDER BARTLEY: ©Oh, thawed.

DR. SANDLER: Thawed.

COMMANDER BARTLEY: Well, it depends on
how many machi nes you have. Like |I said, it's one
unit per hour. Well, we don't have--nost of our
machi nes are in frozen bl ood product depots around
the world. So the medial treatment facilities and
hospitals in the United States, there nmight be two
or three in different hospitals. So machines are
not available really in CONUS to do this, if that's
what you're looking for. They're nostly depl oyed
el sewhere, not in the MIS.

COLONEL SYLVESTER: This is Lieutenant
Col onel Sylvester. One thing I'd like to throw in,
when there was--it has been used in emergency
situations. There was an airliner crash, and it
was Ckinawa, | believe. And what they did was they
brought in the team and they started degl yci ng and

were able to provide. But it's still the linmting
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factor one unit per nachine per hour, so it's going
to depend on which place you're at. Fortunately,

at Cki nawa, they happen to have 30 units, so they
can put out 30 units per hour. So that's always
going to be your limiting factor, is the nachines.

DR. BRECHER: So we can backfill to
repl enish the civilian supply in Okinawa, but not
in the United States. |Is that a fair statenent?

LI EUTENANT COLONEL SYLVESTER: W are
starting to freeze now at our ASWAs, which we did
not do before. Before, frozen bl ood was al
di spersed throughout the world. Now we are
starting to freeze at the ASWAs at Maguire, New
Jersey, and in California.

The problem you have with nmoving frozen
bl ood around is every time you nmove it, you | ose
some nmore because it is very, very fragile at those
cold storage tenperatures. But we are starting to
store sone here in the United States just to
elimnate--we're going to freeze at the ASWAs to
elimnate that one shipnment step of a frozen

product, so let's ship a liquid product to the
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ASWAs, freeze there, and then it's ready to go and
be deglyced at that point. But until we get the
licensure i ssues overcone, those two frozen depots
at Maguire and Travis Air Force Base in California
are not avail abl e.

DR. HEATON: Andrew Heaton, Chiron. |In ny
experience, the biggest limter in the use of
t hawed degl ycerized red cells is the post-thaw
storage shelf |ife period.

COMMANDER BARTLEY: Absol utely.

DR. HEATON: And | would very much
encourage you to conplete the studies to use the
old 800-m Volare bag. The sterile docking
technol ogy and the storage solution would easily
all ow you to get the 14 days.

There's al so very good data from Dr.

Vol are's | ab about 20- to 30-year-old storage of
additive units, and | believe that you could with
an appropriate regul atory programrecover the bul k
of those units and get the 42-day storage if you
design the trial to achieve that.

COMVANDER BARTLEY: Right.



DR. BRECHER: | think it's interesting to
hear--and |1'd be curious what Jay has to say about
this. It seens |ike you're picking and choosing
whi ch FDA requirenents you're choosing to adhere
to. On the one hand, you're ignoring the European
exclusions that the FDA has said we have to do.

But you're waiting for approval for 14 days per AS-1,
5.

COMMANDER BARTLEY: No, we're not waiting.
We have an inventory. W're going to keep that
i nventory until we can replace it. But we don't
want to start freezing--we don't want to continue
freezing by the old nethodol ogy where we only have
a 24-hour outdate. W want to freeze to replace
these units that has a 14-day, and in order to do
that, we have to resolve the regulatory issues
before we can proceed with the new net hodol ogy.

But we're keeping our units around because
that's all we have. |f sonething happens in Korea,
that's all we have for 10 days.

DR. BRECHER: | inmgine in tinmes of

conflict, even the 24-hour outdate on frozen bl ood,
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if that's all you have, you're going to extend
beyond that, too, | would inmagine.

COMVANDER BARTLEY: We've talked with them
about getting a waiver for that.

DR. HEATON: Is it not true that many of
your units that you collected antedated the BSE
epidenmic in the U K and, therefore, those
regul ati ons woul d not be applicabl e?

COMVANDER BARTLEY: Well, | guess sone of
the units that would be the case, but a lot--you
know, nost of themwere frozen from'87 to '95 time
frame.

DR. BRECHER: Jay?

DR. EPSTEIN. Well, froma strictly |ega
poi nt of view, DOD conplies voluntarily with FDA
regul ati on because it's a sister governnment agency.
But the fact is that DOD nmakes every effort to neet
current standards because that's the expectation of
the public, including, you know, the mlitary. And
there are sonme difficult situations where the
frozen units don't meet all current standards.

Now, we have had different answers in



di fferent circunstances. For exanple, for P24, DOD
made every effort to test sanples that were

avail abl e, and where they were not avail able, we
did pernmit labeling of units as "antigen untested."

COMMANDER BARTLEY: Ri ght.

DR. EPSTEIN. So, you know, then you get
into i ssues of, you know, is the recipient or their
physician inforned. So there have been different
approaches to the different problens, and | think
the bottomline is that it's a disquieting
situation until it gets resolved. And, you know,
one possible resolution ultinmately is to turn over
the inventory, and another possible solution is for
certain lowrisk circunstances to provide
variances.

COMMANDER BARTLEY: Right. And, renenber,
again, that these units that we're tal king about
that may not neet the current--they're for
energency use. Just like your rare units are
| abel ed in the sane way for emergency use. So
that's the auspi ces under which we're nmintaining

these units. And as we nentioned, we're naking
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every effort to get those units replaced and to set
sonmething up so that we can probably rotate themin
peacetine to prevent this from happening.

DR BRECHER  Harvey?

DR. KLEIN: Harvey Klein. 1'd just like
to make the sane comment that | nmade to Dr.

G lcher, and that is, in terns of new history type
of donor qualifications, the mlitary has the
unparal l el ed capability of tracking its donor

COMMANDER BARTLEY: Absol utely.

DR. KLEI'N: Probably since World War 1|1
maybe even before, so that certainly you could find
out that kind of information if your systemis set
up to do it, exclude those units you want to
excl ude and keep the ones that still qualify.

COMMANDER BARTLEY: Actually, Dr. Klein, |
t hi nk we have probably a bigger challenge than Dr.
G | cher does because our popul ati on noves around,
and then our popul ation gets out and settles down
in your area. So the easier way of doing that is
if you are in an area where your donor popul ation

is stable and they cone in repeatedly. Qurs noves
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constantly.
DR. KLEIN: | know that's true, but as a
retired uni formed service, | know they keep track
of ne all the tinme.
[ Laughter.]

DR. KLEIN. | get mailings no matter where

CAPTAIN McMURTRY: As well they shoul d.

[ Laughter.]

COMMVANDER BARTLEY: W are working on a
si ngl e database for our defense bl ood standard
system \When we get that, then we'll have that
capability. But until then, right now | have 84
dat abases out there that don't talk to each other
and so that's a chall enge we have to overcone. But
we' re working towards that.

DR. KLEIN: That is a challenge, but |
think that is precisely the issue.

COMMANDER BARTLEY: Any ot her questions?

[ No response. ]

COMMVANDER BARTLEY: Thank you.

DR. BRECHER: Thank you, Commander



| imagine all those alumi solicitations
al so keep track of you, Harvey. They manage to do
t hat .

Al right. W are going to nove on to a
di scussi on of the AABB | nterorganizational Task
Force on Bioterrorism Karen Lipton from AABB

MS. LIPTON: | can go ahead and start
wi thout the slides. Go ahead.

I wanted to let you know actually as |'m

speaki ng here today, |'mreally not giving an

of ficial recomendation fromthe |nterorganizationa

Force. For all the reasons

that you've heard discussed this norning, we don't
have a recommendation at this point. But | did
want to share with you sone of the thinking of the
Committee and particularly the subgroup that was

put together to look at this issue.

When we first reported out to this group--I

it was al nbst a year ago--our concl usion
was that we couldn't inmmgine a scenario, a nedica
scenario where we would really find that we were in

a situation where we had i ncreased demand for red
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cells that we couldn't really accommpdate. And, in
fact, our experience after Septenber 11th taught us
that we can really gear up for alnost three tines
what we normally collect in an emergency situation.
So there is sonme elasticity.

I think our thinking has evol ved sonewhat
over the last year as we've gone through a nunber
of situations, particularly the HHS, what they cal
the Top O f 2 exercise, which was a nodel ed sort of
di saster, series of disasters, and then al so our
nost recent experience with the power outages.

In any event, one of the things we found
was that what we're really dealing with in many

situations is disruption of supply, and that can be

caused--1 think Ron very effectively pointed out--both by

the fact that you suddenly have donors that

are not suitable and you have in sonme situations a
nmoving target. And then in the situation with the
power outages, we found sonme very unusua
circunmstances in Detroit and in Clevel and where it
turns out that their power supply wasn't really

based on gravity but was instead based on
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electricity, which nmeant that their water--they had
no water. And you night think, well, you can get
by with no water, but if you're tal king about a
facility where you need restroons and you really do
need drinking water for your staff, we found that
that was actually potentially a nore serious

di sruption than we thought.

So, for that reason, | think the subgroup
that was put together really felt that we woul d be
| ooki ng at a nunber of different scenarios and
trying to cone up with a recomrendation for the
task force

One of the first situations that we
actually started | ooki ng at when we focused on a
reserve was what was really going to be the purpose
of the reserve. And, clearly, when we tal ked about
di saster, acts of terrorism again, it was not so
much to focus on increased demand. It was really
to focus on the use of a reserve when you're trying
to deal with donor suitability and decreased supply
related to having to nove things around the country

when vari ous operations were shut down or when
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donors could no | onger be--we couldn't use our
donors.

One of the things that is up there that
you can't see--but I'msure we will soon--

[ Laughter.]

CAPTAI N McMURTRY: You hope we will soon.

MS. LI PTON: Hopefully we will soon. |
can tap dance a little longer. There's a comment
there about mlitary need, and I will tell you that
al t hough we have had previously sone prelimnnary
di scussions, we're not basing this totally on
mlitary needs. The nmilitary at this point | think
is relatively self-sufficient.

Qur concern froma military perspective is
our ability in the civilian blood supply to respond
to the contracts we have with the mlitary,
particularly when we get into situations where we
may have two types of issues going on. It's very
possi bl e that we could have a conflict or
engagenent when they're asking us to bring in our
supplies, and what we're finding is that we're

suffering fromsone sort of issue in the United



States that will require us to dig deeply into our
reserves.

I"'mafraid to touch anything. OCkay.
Let's see. Sorry.

So one of the things we first started to
do when we |[ooked at this is to define what we
woul d call the reserve characteristics. And very,
very quickly, the group focused on really | ooking
at a very narrow w ndow i n which products woul d be
avail able to ship, and we really tal ked about four

to six hours.

Again, we did this because our experiences

taught us that we can go out and increase our

col l ections over a series of days, so the system
can respond fairly quickly. It's really if we had
i medi ate needs. So we limted it to | ooking at
four to six hours. W had a relatively anusing

di scussion, | think, about how many units are
needed. You'll see up there we've put a node

t oget her on 10,000 units, and you're going to ask
us, Well, how did we cone up with that? Well, we

couldn't conme up with a nunber, and so we al npost
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backed into the nunmber by sayi ng what could we
possi bly manage, and we canme up with 10,000 in that
way.

The other thing we tal ked about in terns
of the reserve characteristics were conponent
types. And by that we really thought should we be
focusing on red cells. W did, Jay, in fact, talk
about platelet reserves but decided, again, that
that was just a little too difficult to deal with
and came to the same conclusion that Ron did, which
is the platelet reserve should really be in the
donor and it woul d be nore effective to have a |i st
of donors that we could call across the country
rather than trying to physically create a platelet
reserve.

We al so tal ked about what types of units,
and we really decided to focus nostly on Os because
they really were the nost universal and it would
require the | east anount of inventory.

The final question was kind of an
interesting one. W said, Should that reserve be

liquid, frozen, or a conbination of both? And
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ultimately this group decided to focus on the
liquid nodel, and | think after all the
presentation you' ve heard about the |ogistics and
i ssues surrounding frozen, | think you can

under stand why we deci ded to focus on that.

If you think about, | think, with sonme of
the issues particularly that Ron brought up, which
is you really can probably use a frozen reserve;
but if you think of your liquid as being really
your energency reserve and then use your frozen in
a different way, it's probably a better way to | ook
at it than relying on your frozen for your
enmer gency reserve.

Okay. Then we focused on a very, very
difficult issue. One is we called it the virtua
versus the real reserve. There are many peopl e who
believe that we really do have a capability, and if
we just nmmintain extra reserves in the blood
centers, when we need them we can call them up
And there are some real advantages of that if you
think about it because you don't have to create any

separate storage facilities, you don't have to put
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personnel into a specific location. It's
definitely a | ower cost. And then actually trying
to maintain those reserves on the local |evel can
end up benefiting your |ocal supply.

Now, at the same time, | think that there
is a serious discussion about the di sadvant ages of
a virtual reserve, and there really was a feeling
that it would be very difficult to discipline
yourself to collect those extra units and not use
them The other concern was that in tinmes of
energency situation, really conmunity bl ood
centers--it would really be incunbent upon themto
serve their communities first. And so there was a
feeling that a virtual reserve was only that,
virtual, and we could get into a situation where we
really didn't have access to the units that we
needed. The units wouldn't be on site, and there
was a great concern over the availability for
timely shipnment, that if you're trying to collect a
fewunits froma lot of places, there really is a
tremendous | ogistics issue to deal with.

So once we got past those discussions, we



really got into the hard discussion. WlIl, okay,
if we're really going to construct this, how do we
put something like this together? W focused a | ot
on where such a reserve would be housed, and one of
the things that we decided right away was that it
shoul dn't be a single site and it shouldn't be a
ot of sites, that perhaps two to three sites that
are geographically | ocated on the coast and maybe
one in the center would be the best. W also

deci ded that they clearly needed to be | ocated near
mej or transportation hubs.

We tal ked about who woul d staff and manage
operations at these selected |locations, and there
was sone feeling that these really should be, if
you will, some independent entities that would be
responsi bl e for managi ng supply. W did go so far
as to talk to sonme experts who have worked with the
CDC on sone of their depots and tal ked about how
t hey managed those depots and got a sense of what
it would cost us to set up sonmething like that.

Then we tal ked a | ot about rotation,

because what we focused on in a |liquid reserve, the
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concept is that you would ship units into this
reserve, and they'd have to be rotated out
routinely. So we'd have to set a nunber of units
that we'd ship in and rotate out daily. W sort of
came up with 500 as being the ampunt that you woul d
have to rotate out on a daily basis.

That led us into sonme very difficult
di scussi ons because to sinplify this process we
didn't want to be in a situation where we were
shi ppi ng out one unit to 500 different places. And
we realized in this discussion that to really
manage this in an effective way, you really would
have to be dealing with sone fairly |arge players
and | arge bl ood centers, which you can inmagine
creates a political situation when you really have
put together a systemthat is best accommpdat ed by
| arge centers and not by small centers.

Then we tal ked a | ot about the incentives
to supply and purchase fromthe reserve, and
think one of the things we've all struggled with
was how woul d you encourage a bl ood center to want

to participate in this. And we realized what we
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woul d have to do is to set a purchase price. You'd
have to have the facility actually purchase bl ood.
It would have to be set at a price that woul d nake
it worthwhile for a blood center to collect these
units. And then you' d have to have a sale price
when the units were being rotated out.

In our initial discussions, we believed
that you'd have to set the sale price high enough
so that you didn't have local centers that are
al ways having chronic shortages that they didn't
start to rely on this. So it had to be set high
enough that they would not find this financially
advant ageous. At the other end, though, you had to
set it at a price where people would actually be
willing to purchase it. So there was a |ot of
di scussi on about incentives and notivation

Anot her very sticky question was who could
access the reserve and when; that is, who decides
when a sale can be nmade. And we distinguished two
situations. W thought there would be a nornmal
sale price fromthe reserve if people wanted to tap

into this. Again, it would not be a particularly
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econonic price so people would not really be
relying on it. But we decided that that maybe
perhaps wasn't fair in situations where there was a
true energency, and so that we would set--we
t hought it would be advisable to set a different
price when you're dealing with an emergency
situation and that there woul d have to be a group
of individuals or sone organization to deci de when
there really was a crisis.

Now, the task force does this all the time
right now, and | think the task force actually
woul d be relatively well situated, since it has
representatives fromall the national blood
organi zati ons, FDA, and CDC, to decide when there
really was an energency that would allow a center
to come in or aregion to come in and tap into the
reserve.

The issue of cost actually was quite
difficult to pin down because there are sone
initial costs in setting it up and then there were
t he mai ntenance costs. And if you think about it,

they can sinply be broken down into the follow ng
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categories: You really have to have an initia
one-tinme national appeal for donations to get
people to gear up, and | think it needs to be a
very public situation. And then if the reserve
actually cane down bel ow a certain level, you'd
have to go out on periodic appeals to nake sure
that you kept your levels up

We thought it would be very inportant to
make sure that the public did understand that there
was such a reserve and that people would be
donating to support that reserve.

One of the biggest costs, though, that
comes into this, if you're creating an actua
versus a virtual reserve, are the transportation
costs of shipping blood to another |ocation and
then shipping it out. And all you're doing is
addi ng an additional cost that's related to
absol utely nothing except preparing for an
energency. So that is, | think, a difficult issue.

The start-up costs for the storage
facility, you really would have to build a

facility. There are a nunber of possibilities, and
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what we're really tal king about is refrigeration,
and then we tal ked about what it would take to man
a facility 24/7. It really isn't that onerous, but
it does require sonme thought and potentially I
really think identification of |ocations.

Ongoi ng mai ntenance of the reserve,
suppl i es, power, et cetera, actually wasn't that
huge. Again, it was the transportation costs that
were nost significant. Retention and training of
personnel, purchase of the initial units fromthe
bl ood centers, and perhaps nost inportant, the
costs related to outdati ng product.

We tal ked a | ot about this because, in
addition to transportation costs, you're really
building in a systemthat potentially could
i ncrease the nunber of outdates in this country.
And right now our outdates are very, very |low, so
you woul d al nrost have to have sonme sort of public
acceptance of the fact that we're deliberately
creating reserve and we m ght end up outdating nore
units just so that we can be prepared. And it's a

tricky issue, but | think it's sonething we'd al



have to face.

I do think, though, that as people tal ked
about this outdating issue, they thought with
10,000 units that it wouldn't increase outdating
very much if we were pretty good at rotating
supplies in and out.

We talked a little bit nore about nationa
medi a appeal s, the need for public buy-in for this
so the donors understood that they would
potentially be donating for this reserve. Again,
under standi ng that units would be rotated out of
this reserve to neet different localities' needs;
that is, even if you donated for the reserve, your
unit mght get used in a totally different city
that wasn't having an energency, and that al so,
again, the issue of increased outdates would be a
probl em

And the bottomline in all this is that we
t hought, you know, this really is adding an
additional cost, and we didn't think that it was
realistic to believe that this is sonething that

woul d happen unl ess we were going to get Federa
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support, that it really would have to be identified
as a Federal priority for the civilian bl ood
organi zations to conme together and do this.

We said, you know, if we're going to do
this, we would need HHS funding as part of the
enmergency public health preparedness, and that
woul d be funding for the start-up costs, the
ongoi ng operational costs, and then the costs of
any of the national nedia appeals, both the initia
canpai gn and the periodi c appeal s.

The other thing that | need to point out
here--and | alluded to some of the issues that came
up in our discussion--we really do need the support
of the blood organi zations. This is a very
different way of | ooking at a reserve, and it would
not work unl ess people understood that really this
was sonething that really only the bigger centers
could participate in; that it would be inportant,

t hough, for those centers to take this on as a
responsibility; and also | guess that the task
force would have a role in this.

So, again, you know, | wish |I could give
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you a reconmendati on com ng out of this group.
think all we did was sort of identify the issues.

I will tell you that we did have a task force cal
yesterday, and we're going to continue to work on
refining this nodel and bringing it forward to the
entire task force to look at it and see if there is
a recomendation coming out of this. | think it's
a very difficult issue for everyone to face, and
maybe in the end it is a conmbination really nore of
frozen and liquid reserves together. But | think
could represent that it was the thinking of this
group that there may be a role for liquid reserves
in this, although it was our |ast choice as we
first began our deliberations.

Any questions?

DR BRECHER  Harvey?

DR. KLEIN: Karen, did your task force
entertain the alternate strategy, sinmlar to what
we heard from Ron G lcher, that instead of two or
three sites you had 16 or 20 sites, each of which
woul d have a frozen reserve but would be rotating

it intothe liquid reserve? Because, in point of



fact, what we've heard in the past is that when you
need blood, it's the liquid blood on the shelf
which is so much easier to ship. Since npst of
these sites with an enornmous anount of
transportation capability are also large cities

whi ch need bl ood, there woul d probably be very
little problemw th putting that frozen blood into
the liquid supply to rotate stocks.

It would, obviously, raise the cost of
bl ood somewhat, but, you know, when you're in a
hospital that has generators and probably you don't
use themwhile you're in the hospital, but it's
nice to know that they're there in case there's a
bl ackout, so this would be sonething, it seens to
me, that the Anmerican public would easily
under st and.

In terns of start-up, perhaps there is a
role for the Federal Governnent in terms of
capitalization. But as you pointed out, the
ongoi ng costs really are quite small, and the
ability to continue to keep conpetency in freezing

and degl ycerolization is probably very inportant.
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MS. LIPTON: Right. W did look a lot at
the frozen, and the reason we quickly turned away
fromthat | think was because of our experience of
the past year just in terns of all the requirenents
that are changing in terns of donor screening and
just feeling that it would be so difficult to keep
on top of those. But, again, | can't tell you that
when this Conmittee gets back together that they
woul dn't be | ooking at a conbination role, again,
of frozen reserves and |iquid.

And we did talk a | ot about having nore
| ocations, trying 16 | ocations. The |ogistics get
to be very difficult with the 16 as to who has
what, and that was nore the concern, that the
sinplest way to do it was to just have two depots
where you had 5,000 units in each

DR. KLEIN. If they're all Os and there
were 2,000 in each of 16 cities, you' d have an
enor mous amount of bl ood, even if there were 1,000.

MS. LIPTON: Right.

DR. KLEIN: And certainly people would

know where they were, and in terns of shipping the
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liquid blood to any energency, it would be easier
it seems to me. But that's just an uninformed--

MS. LIPTON: And, again, we didn't
specifically talk about 16, but | don't--all |'m
telling you is we don't really have a
recommendati on now, so we could go back and | ook at
a lot of different nmodels. The difficult things
becones- - people can't seemto visualize this
wi t hout getting down to identifying the specific
centers, and that always gets to be alittle
sticky.

DR. BRECHER: Lol a?

DR. LOPES: | think that the political my
be as inportant as the logistical in terns of the
nunmber of centers that | know because the state
live in is one where we have a | ot of conmunities
that are in the western region, very snall
comunities, underserved fromtheir point of view
by our universities, which are all in the eastern
part. People who feel that they're underserved and
are being dissed by the big cities contribute to

the environment in which no one is willing to have
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taxes pay for anything useful.

MS. LIPTON: That's a very good point.

DR. LOPES: And | think that that's
sonmething that really has to--there has to be
Federal support for this, and that's going to need
to involve all of the conmunities saying we're part
of this.

MS. LIPTON: | think that's a very good
poi nt .

DR. HEATON: Karen, as a practical matter,
when one runs a blood center, it's very hard to
divert significant quantities of Goup Ointo
strategic reserves. | was involved in the initial
DOD programto prepare the strategic reserve, and |
remenber just how difficult that was.

So | would urge your group to consider
both a conbination of liquid and frozen because the
reality is there's a constant |low | evel of Group O
and you can rejuvenate it, and with the appropriate
freezing and thaw ng technol ogi es, and assuning the
appropriate studies are done, you can, in fact, run

a lowlevel turnover just driven off your outdates
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OGs if you had access to the rejuvenation
t echnol ogi es.

But don't underestimate how hard it is to
divert those initial Os to get this started. It's
very, very difficult indeed.

MS. LIPTON: Yes, and that was a | arge
part of the discussion about how you woul d
actually--you'd really have to have this nationa
medi a canpai gn, and you'd have to nake it--1 really
t hi nk emergency preparedness from the highest
| evel s of our government as saying it's inportant
to do this. But I will take that reconmendation
back to the subgroup

DR. G LCHER: Karen, there are two things
that really in a sense turn on Okl ahomans to
donate. One is civilian crisis and the other is
mlitary crisis, or at |east the perception
thereof. And I think that's probably true in the
whol e country. But when people were trying to
i ncorporate that into our nodel here of getting
people to donate, that is, the Goup Gs in the

systemthat | presented earlier--and we think we
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can do that. W think that people will donate,
that is, the Gioup Os will donate knowi ng that they
woul d be supporting potentially civilian crisis but
also nmilitary crisis, because we have so many
mlitary locations in Cklahoma and a | ot of
mlitary retired and, you know, dependents. So we
get trenendous support fromactive mlitary and
fromretired mlitary.

MS. LIPTON: | think, you know, we have
not had di scussions with the mlitary about this.
They are part of the task force. But | think if we
get up to a certain level, you know, we would talk
to them about trying to make a conbination reserve.
I think it makes nore sense fromall of our
per specti ves.

DR. BRECHER: So, Karen, where are we with
the recomrendation for two or three strategic
sites? Still under discussion? Are you ready to
ask for governnent noney or--

MS. LIPTON: No. | think that until the
task force really has | ooked at it and feels they

have a plan that they could get inplenented,



whet her they have the funding or not, | nean, you
really do need a certain amount of buy-in, | think,
fromthe blood centers, from people who think
they're going to be the blood center that has to go
out and collect those Gs. So the answer is | don't
think we're ready to make any recommendati on. W
put this as a top priority on our |ast tel ephone
call, but | still imagine we're nonths away froma
recommendati on here of any sort.

DR. BRECHER: Okay. Any other questions
or comments? Jay?

DR. EPSTEIN. Well, | feel a need to
understand better what drives the need for the
frozen reserve. | understood, | thought clearly,
from Commander Bartley that was drove the
mlitary's thinking was that they were going to
have a 72-hour lag tine until they could coll ect
fresh blood froma donor, get it screened, and get
it shipped. But the issue, it seens to ne, from
the standpoint of a national reserve is how quickly
can you repleni sh what you need i medi ately. There

seens to be general agreenent that the blood you
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need i medi ately needs to be liquid blood on the
shel f because nothing el se can be done fast enough
or in sufficient volune.

So what we're really tal king about is
what's the strategy to replace what's on the shelf
when you suddenly have a surge need for what's on
the shelf. And that question devolves to where are
you going to get it fromand how quickly can you

get it to where you need it.

And it seens that the attraction of frozen

bl ood is that the thinking anyway is you can park
it where you're likely to need it or be able to
transport it quickly, putting aside for the nmonent
that there's sort of a rate-limting factor in how

qui ckly you can generate the liquid form

So what it really seens to conme down to is

what's nore practical: having frozen depots that
are hard to nobilize or having other strategies to
nmove bl ood where it may be avail able from an
existing liquid inventory. And | guess | just fee
that we need to hear a little bit nore about the

ci rcunstances that would drive you toward the one
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concl usi on versus the other.

I think, you know, Karen, you stated that
the task force subgroup thought this through and
ended up focusing on liquid reserve. But | think
what |'masking is, Well, can we understand the
rationale a little bit nore clearly? Because as |
sort of sort through this, it seens as if the rea
i ssue is how quickly can you nobilize bl ood, and
don't exactly understand what the circunmstances are
that would | ead you to prefer the frozen versus
prefer the |iquid.

MS. LIPTON: The reason we did come up
with liquid was exactly the issue, once you put a
time paranmeter, how fast can you get this many
units to--you know, how can you best prepare
yourself to be able to ship 5,000 units on four to
si x hours' notice? And once you cone to that
solution, you really can't get beyond--okay, you've
got to have themin one place. You can't be
shi pping to one place and then shipping to another
Just physically trying to get the centers all--once

you even put out an alarmto everyone saying we



need all these units, the one thing that people who
get blood in from other organizations say, it is
terrible to get it all in these little packets.
What they wanted was, you know, give us everything
in one shipnent, don't nickel and dine us to death.

And so it really was an ease of |ogistics
that led us to say what we're really tal ki ng about
is a warehouse or a depot of liquid reserves that
coul d be shipped at a nonent's notice to any pl ace.
It's just so rmuch sinmpler in terms of trying to get
the blood there in a tinmely way. That's why we
focused on |iquid.

DR. EPSTEIN. So is the argunent different
for DOD?

COLONEL SYLVESTER: When we tal k about the
72 hours, our concern is a no-notice contingency.
War breaks out today, a contingency breaks out
today. We're talking--1 can dunp my shelves, which
is about 700 units, but then |I've got a day or two
to get themout. And then |'ve got 72 hours before
my donors centers are geared up and producing. And

then 1've got to ship them That's another day.
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Then they get palletized, and they get shipped to
that theater. Well, that's another day, two days,
three days, four days, depending on the pipeline
they' re going through

So we have to plan for anywhere from seven
to ten days where we have to have sonet hi ng out
there. Do we want frozen blood? No. But it is
the only stopgap neasure | have today for a seven-
to ten-day gap and getting ny liquid pipeline
flowing, and so frozen is all there is. And as
Commander Bartl ey showed you, it has a trenmendous
cost, it has a trenendous |ogistics burden. Even
out inthe field it's very difficult to use, but
it's all I've got. W' re banking that henogl obi n-based
oxygen carriers are going to cone down the
pi ke and give us a long-termcapability to have
storage and be able to pre-position those, in which
case we can nove away from our frozen reserves
because we woul d prefer to do that.

MS. LIPTON: But, Ruth, if you were tied
into this system it is sonething that the mlitary

coul d access al so al nost i nmedi ately.
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COLONEL SYLVESTER: ©Oh, absolutely. You
know, if we knew there was 5,000 units sitting on a
coast ready to go out, again, that reduces ny
requi renent for frozen. But even then, to get it
where it needs to go, |I'mtal king about at |east a
day. And that's where we're hopi ng henogl obi n-based oxygen
carriers cone to fruition. But at
that, | think we're two to five years away, and so
we still have to have sonmething. So we have to
repl ace our frozen stock for all of the other
probl ems that Commander Bartl ey nentioned.

DR BRECHER  Jerry?

DR. SANDLER: Karen, | can follow the way
that the conmmittee came down on |liquid reserves
versus frozen reserves. Could you address a little
bit nore the second decision, which is having gone
that way, it seens that there are two ways you
could go. One, you could build up the existing
infrastructure and say that we're | ooking at every
possi bl e conbi nati on and havi ng that reserve
everywhere around the country with adequate bl ood,

we coul d probably on the spot make quick deci sions
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and get things around, versus--what sounds |ike a
very limting situation--putting all your noney in
a coupl e of banks and hoping that, you know, you
could handle it out of that.

Coul d you explain how you went the bank
way as opposed to just building up the
infrastructure?

MS. LIPTON: Again, it was really the--if
you're going to manage this program it's much
sinpler just to have two people in two | ocations
who are doing this rather than trying to coordinate
16 or meking those calls to the 16 places. And it
just gets nore conplicated. It's not inpossible,
but it is clearly easier, you know, if you're going
to say | want to nobilize and I want to have this
bl ood available. And if you're tal king about
mlitary needs, | nmean, Ruth sort of hinted at
this, that what they need is the blood has to get
there, has to get put on the pallets, has to be
ready for shipment. So physically getting
sonmething there, again, it's a lot easier to go in

and collect one thing of 5,000 units than



134
collecting fromall over the place.

DR. BRECHER: Lol a?

DR. LOPES: | wanted to ask Ron G | cher
what were the factors that nade you go toward the
frozen reserve

DR. G LCHER: The reason we | ooked at the
frozen is because we will have nmore units in the
system The systemisn't a straight line. The
systemis a sine wave. But, in fact, we can
conpress that sine wave by being able to feed nore
of the frozen units in as |iquid--14-day-shelf-life
liquid units, and at other times we can increase
collections. There are going to be tines when we
can nmaximnm ze collections and at times we'll need
i ncreased usage.

Qur concern is also decentralization. |'m
concerned if all the eggs are in one basket or two
baskets in the country, that beconmes a prine target
for sonebody. They could destroy the system
destroy those reserves pretty easily. | think
there is value in decentralization. That is, in

fact, part of the reason that we want to nove those



2,000 units in tw different |ocations of 1,000
apiece. Also, the value | think of frozen cones
down to what if we take out the donor base because
of sonething, and | think that that's one of the
addi ti onal values of having the frozen red cel

over the |iquid.

DR. LOPES: So if |I'm understanding
correctly, you have the big enmergency in mnd with
your concern about the donor base, but you're also
trying to, for nornmal operations, reduce the
variability in the system flatten the sine wave.

DR. G LCHER: Yes, to sone degree. W
woul d be using that--as | said, we would be
rotating those units, about 700 units per year

DR. BRECHER: Judy?

MS. ANGELBECK: Judy Angel beck, Pall. |
want to clarify something about donor and appeal s
to donor based on sonme coments that Ron nade.

Karen, you tal ked about initializing this
with a national appeal, and, Ron, you comrented
earlier that you felt you'd had one of the nost

di smal sunmers with regard to collections because
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of donor apathy. So | guess | have a di sconnect as
to how we would do that. Essentially, the place we
begin with all blood products is the donor, and we
have--and what |'ve observed in current years is we
have a challenge there with getting nore donors to
cone to the collection.

So a fundanmental education or appea
program on a national basis needs to be strong,
frequent, and present, even first as a platformto
any national appeal to set up a reserve

DR. G LCHER: There's no question that we
have donors--let ne say it this way: The good news
is this country has nore people who are capabl e of
donating at any single point in tinme than we would

ever need. The bad news is that they don't.

But it's very clear in our system and |I'm

sure in every other system we have those donors
who respond to crisis. And then they kind of

di sappear; they don't cone back. O if they
perceive that they're donating for a crisis, and
this is where we think we could get these donors to

cone in to donate.
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The summer has been dismal, even for us,
and that, again, would be the val ue of having
frozen bl ood because we can build our reserves, and
remenber again--1 want to just stress the point--that the
frozen blood is not our energency reserve.
The liquid is. W're really designing our system
to use liquid blood, and we could ship the liquid
bl ood, and then we can generate basically 120 GCs
with six devices per day. W could even do nore if
we needed to. And they could then be--because
they're Os, they can be used anywhere in the
system

MS. LIPTON: And to Ron's point, | think
we really thought that if you made public--this
program was nmade public, you really wouldn't have a
probl em wi th people wanting to donate for sonething
like this. W've done a |ot of donor-focused
research because of a joint effort between
Anerica's Blood Centers, Red Cross, and AABB in
focus groups, and it really conmes down to, you
know, show nme that it nmakes a difference. And this

is sonething where | think people would think it



really is making a difference because |I'm hel ping
to maintain this reserve we m ght need.

DR. BRECHER: Karen, | wonder. The rea
question really isn't whether we need a distributed
reserve or a centralized reserve, because we've
denmonstrated in nultiple disasters through the
years that we have huge surge capacity in the
system and we can neet al nost any virtual disaster
we could think of. But the day-to-day problenms we
have are regi onal shortages, and | don't hear
anyt hi ng about any systemthat is going to help
that other than perhaps if you have a centralized
reserve that can then feed into these regionalized
short ages.

MS. LI PTON: The purpose of this was not
to create a systemfor regional shortages. That's
not what we were | ooking at. W recognized that
this would be very interesting because you could
use it. But | think we were a little bit fearfu
of not keeping that responsibility for maintaining
| ocal supplies back in the blood centers that are

responsi ble for that, that we shouldn't be creating
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sonmet hing that--you know, if a blood center is not
getting out there and is not successful at
recruiting donors, then there's a problem It
shoul dn't be just done on the basis of a nationa
reserve. And | don't think that our task force
ever thought that our role was donor recruitnment.
Qur role may be nessaging to donors and donor
education, but recruitnent happens at the | oca
center level, to my mnd, in the local community.

DR BRECHER  Harvey?

DR. KLEIN: Again, | don't think that we
can nmodel this for the task force around the table
today or tonmorrow. But going back to the January
2002 neeting that we had here, in the civilian
sector it was really hard to cone up with a
scenari o where you woul d need nore than a couple of
hundred units of blood. A thousand units is
unheard of. | mean, 9/11 didn't need a thousand
units of blood. And one of the problens sinply was
getting it fromhere to there, especially if you
have flights that can't take off and | and.

Again, that sort of argues for a
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decentralized systemw th a back-up because
obviously liquid blood is what goes first and
forenost.

The mlitary systemmay be a little bit
different. |In fact, it's probably quite different.
But, again, in the past the country has been very
able to nmobilize fromthe civilian sector |arge
anounts of liquid blood on al nost a nonent's notice
to suppl ement what the mlitary has al ready sent.
And the problem as | understand it, has been
backfilling then so that the various large cities
primarily can continue their tertiary care
responsibilities as that liquid blood is flown
away.

So, again, | don't think we can nodel that
for you, but | hope you'll bring those kinds of
i ssues back to the task force to think about. It
seems to me that two or three centers with enornous
banks may not be the right approach

MS. LIPTON: Well, actually--you're
absolutely right, and | said that. W couldn't

envi sion an increased demand such that we would
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need this. Wat we started to recognize was the
concern that if sonme of these scenarios actually do
pl ay out, we nmay have whol e regions that can't
collect at all, and that's where we thought you
woul d really be tal king about replacing an entire
system not just responding to victins but trying
to get enough blood that woul d replace inventories
for blood centers.

DR. KLEIN: And that nmight in sone ways
argue for the frozen reserve sinply because you
need that length of time until your donors m ght
once again qualify, and 42 days sinply may not be
enough.

MS. LIPTON: You know, | guess as we're
tal king here, one of the things we can encourage
the task force to do is to cone up with severa
different scenarios. And, again, | think that
defining the purpose is really very inportant.
What are we trying to acconplish with this? And
that's where it kind of gets--again, it gets very
difficult. You know, what do we intend this for?

And if the Comrittee would care to give any



gui dance to the task force on what we really think
we need this for, it would, | think, clarify the
thinking in the subgroup.

DR. BRECHER: Okay. Thank you, Karen

We're going to take a break for |unch
Why don't we take an hour? W' Il reconvene at
quarter of 1:00. Hopefully we'll get out a little
bit early today.

[ Wher eupon, the neeting was recessed, to

reconvene at 12:45 p.m, this sane day.]
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AFTERNOON SESSI ON
[12:56 p.m]

DR. BRECHER: W're going to reconvene.
One housekeeping item

CAPTAIN McMURTRY: | just need the record
to show that Dr. Penner is here and Dr. Hoots is
here.

DR. BRECHER: Okay. OQur next speaker is
German Leparc fromthe Florida Bl ood Services, and
he'l | be speaki ng about managenent of hospita
reserves.

DR. LEPARC. Thank you. | was invited
here to present sonme of the perspectives fromthe
bl ood center, although we're truly a hybrid entity
in the sense that we not only collect blood but
al so operate transfusion services for about 15
hospitals in our region. W collect about 180, 000
units of blood, and two-thirds of themare
transfused by our own transfusion services at
di fferent hospitals.

That woul d put the collection |evel at

around- - somrewhat over 1 percent, and | say sonewhat



144
over 1 percent because | don't think that anybody
knows how nuch blood is collected in the United
States. | don't think anybody knows how nuch bl ood
is there at any given tinme. And we're talking
about bl ood reserves and what to do, but we'll be
making a |l ot of decisions in the dark because there
is no access to real nunbers. W have some numbers
that are maybe two, three nonths old. All that
bl ood that we counted has al ready expired, no
| onger on the shelf. And | think it's a shanme that
Wal - Mart can tell you how many cartons of bl ood and
how many egg cartons they have in any super center
in the world, and we are not able to tell how nany
units of |ife-saving blood we have in our health
care system And what we need is a realtine
system not sonething that gives you a snapshot of
what happened five, six nonths ago or even a year
ago but, rather, if we are going to nake deci sions
and triage blood and have repositories and things
like that, |I think we need to have al so--together
with all the other infrastructure of freezers and

refrigerators and stuff, we need to have sonme kind
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of information systemthat gives us access as to
where the shortages are, regionally, locally,
things that involve nore than just bl ood.

I think we | earned from Septenber 11 that
reagents can cone in short supply, especially when
the airlanes are closed. There's no way of noving
stuff around. So | think, if anything, we need to
expand this issue beyond just the physica
repository but, rather, the managenent systens that
are required to make the right decisions so we can
send the blood to the right place at the right
time.

Having said that as an introduction, sone
of the things that | will nention will apply not
just to the long-termfrozen storage but also to
liquid inventories. Wen you're talking about
buil ding a reserve, you're putting on--if it's
going to be the blood centers that will have to
shoul der that or the hospitals will share that
responsibility, you're putting on a new task to do
to people who are stretched fiscally, stretched

operationally, and who, you know, are being
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chal l enged constantly with new projects to do. So
we need to take that into account.

The aspects that | have listed there,
| ogi stical, regulatory, operational, financial, and
ethical, are involved with operation of
repositories and particularly with some specific
probl ems that affect |ong-termfrozen storage.

There was an excellent presentation this
nor ni ng about the Navy's | ogistics and problens
they had to face in nanaging the long-termfrozen
inventories they had. You saw the anount of pre-storage
processing that has to be done, the storage
facilities that they have. | don't think that nany
of us can afford to have that in every comrmunity,
and definitely this will have to be a commopn
effort.

There are issues with thawi ng and
di stribution, centralized versus decentralized.
I'"mglad that was di scussed because you cannot put
all the eggs in one basket when you're talking
about disasters. That could be a problemin

itself. And back-up systems. You had power



out ages, water outages, other things that are part
of the essential infrastructure, no phones and so
forth, that are needed to support all that.

Part of the logistics also has to do with
the availability of proper informatics, keeping an
accurate donor record database. Long-term storage
may nean having to go back and see who was the
donor for this unit, what kind of questions were
asked of this donor. W have to have sone kind of
record, and they nay be different in each |ocation
because it may vary fromregion to regi on what kind
of questions are being done. Renenber, there is
not as yet a uniform donor questionnaire. So, if
anyt hing, we have to make uniformis we're going to
put blood in a participatory, well, at |east al
t he donors should go through the sane screening
process and not have a hodgepodge of things.

When you are tal king about nassive
processi ng of blood, I|ike very conplex procedures
i nvolving freezing | ong-term bl ood, you have to
have very accurate cGVWP tracki ng mechani sms. You

are using all kinds of solutions, different
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manuf acturers, |ot nunbers. You may have bad | ots,
contanmi nated lots, all kinds of things. You need
to have that capability of going back and tracking
everyt hing that may have gone wong. W live in a
very, very regul ated environnment, and, you know,

those of us that do not have the |uxury of

vol unteering to have the FDA cone and | ook at us--but

actually they conme and | ook--we have to have
all the cGW things in place.

We have to have very good inventory
| ookback capabilities. There are mandated steps
that we have to take when a donor has a positive
test result on a subsequent donation. W have a
prior record of donations. Well, we have to go
back and within certain periods of time--this is
not something when | have time | will do it. Qur
regs are very specific. Wthin 72 hours of a
positive H'V, you have to go and fish everything

out of the inventory.

Well, it is one thing to go to a doubl e-door

refrigerator and fish it out of 50 units.

Anot her thing is having, you know, 500 freezers
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wi th thousands of units there and having to get
that unit out. So you have to have very good and
efficient systens to get these things out.

Bar coding. Bar coding is a logistic
problem and | think it's a problemthat can be
overconme. But we will need to have a systemin
pl ace to nmake sure that no unit in the system has
duplicate nunbers. Besides being a blood center
we al so test for about 14 bl ood collection agencies
in the United States. And | can tell you, the
nunber one probl em has been allocation of unit
nunbers so that you are not testing units with
dupl i cat e nunbers.

Hospi tal s have overcone this problem
Many hospitals receive blood fromdifferent areas
of the country, and they overcone that by
renunbering blood. |If | have any advice to give
people, it is don't do renumbering. | cannot tel
you how nmany tinmes |'ve gone as an expert w tness
for legal counsel who had this problem of sonmebody
that was transfused in 1985 and had AIDS, and we're

trying to figure out where did this blood cone
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from And so, you know, of course, everybody that
sent the blood there is part of the lawsuit. And
that's beyond the lawsuit problem It's a question
of good tracking. W need to have good bar coding
mechani sns.

Now, there is |ISBT 128 that presunmably has
the capability of having no unit on earth that has
the sane nunber. W need, again, the regul atory
foundation to nake sure that we have that systemin
pl ace that is acceptable.

There may be new technol ogi es that are
devel oped in that place, and we need to have pl ans
for transition. There are many hospitals right now
that do not have | SBT 128 capability. So if you're
going to send blood that is |abeled in a way that
t hey cannot use the bar codes, again, we need to
have those things thought out in advance.

Then you have the | ogistics associated to
new t echnol ogi es, for exanple, new transni ssible
di sease testing technol ogies. Wat are we going to
do? Say right now we test for hepatitis B surface

antigen by ELISA. It may be that pretty soon we
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may do the sane test by nucleic acid testing,

i ndi vi dual NAT testing for hepatitis B vira
genone. What do we do with those units that were
tested? They were for hepatitis B, but, you know,
with a systemor a nethod that is not current,
doesn't neet the safety requirenments that we
expect .

New mar ker screening, questions of, well
new di sease. |If a test cones up for CIJD and, you
know, you have sone units that are not tested for
CJD, what are we going to do?

New processi ng net hods, again, the
Commander for the Navy showed us the situation
where they are where they have units processed
under an old system You have new technol ogy.
There is yet a new one, the hollow fiber technique
that seens even better. Well, the nminute you nake
that switch, you have whether it is conpatible or
not. There is a |egacy problemthere. There is
al so--regulatorily, you know, we cannot use a
positive control from another |ot w thout getting

into trouble. | don't see how we're going to do
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all the variances that we can do. W freeze under
one system and t haw under another system W'l
have to resolve that properly before we go into
t hat .

There was a | ot of discussion--and | think
it was a very good one--on turnaround tine. There
are |l ab demands and instrunent demands you have to
have, and it takes--there's stuff that you cannot
rush up. | always have a discussion with surgeons
regarding fresh frozen plasma. They wanted to have
it infive mnutes, and | said, well, until we can
change the | aw of thernodynanics, you know, we
cannot heat up a unit of plasma fast enough. It
takes tine to thaw a unit of red blood cells, you
know, and degl ycerolize or treat it to make it fit
for transfusion.

I can give you an exanple. On February
21, 2001--and | remenber that date because | had to
make a decision of calling all hospitals or sending
a nessage to all hospitals to cancel non-essentia
surgeries because we had the first such kind of

bl ood shortage in 30 years. And we had been using



our frozen reserve. O course, we hadn't planned
wel | enough. W had only three machi nes, and we
had been inporting blood fromthe outside. That
well dried up. We started processing our own
frozen inventory, but with three machines, we could
do about 50 units a day, and that wasn't enough to
serve just our--one of our hospitals is the fifth
| argest solid organ transplant center in the
country. So definitely we have to have a good
turnaround tinme, you know, comrensurate to the
needs that we project.

Anot her thing we found out is that when we
rushed these things, people did not follow
procedures, took short-cuts, and some of our units
did not pass QC. And these are things that you
need to have, test the systemunder stress to nmke
sure that everything is handl ed safely.

I think we all would agree that at this
poi nt the regulatory environnent is not adequate
for the handling of long-termstorage. W will
need to plan ahead on the regul atory end how are we

going to deal with certain things. Ri ght now we
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have the system that was described by the Navy, the
800-m bag and CPDA-1 blood. But the real world
doesn't use those bags. You know, the real world
uses different kind of equipnent. So we have to
make the system conpatible with what we use every
day. O herw se, you have conpliance problens. You
have peopl e handling different bags, nore
opportunities for errors. You know, are we getting
the right people and the right bags and so forth?

How are we going to handle it regulatorily
when units don't neet requirenents, either donor
hi story, testing, and so forth? | heard Dr.
Epstein mention | think we can arrange for
variances and stuff, and | think we need to think
the process ahead of tinme. | think it is doable.
It's not an inpossibility. But it needs to be done
ahead of tine because we've seen variances issued
on 9/11 that later on were rescinded, for exanple.
We had the situation where bl ood was collected with
certain personnel. Then that bl ood--an urgent
vari ance was given, and then that variance was

resci nded, and you had bl ood that could not be
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used. So we don't want to get into that kind of
situation.

Then what are we going to do when we have
blood in a repository and the agency that collected
and processed it now is subject to regulatory
action? W need to think of that ahead of tinme
because, you know, | think there is--there may be
sonmet hing that may preclude those units to be used,
or it may not. There nmay be nmechani sns to sol ve
that, but we need to think about that ahead of
time.

Agai n, |abeling and bar code requirenents,
we need to have a systemthat we all can use, that
we have regulatory clearance to use, and that is
useful in a scenario where you have nultiple
providers fromall over the country.

Operationally, | thought it was very
interesting, the dilenma in which the Navy was
caught with the situation of testing the aliquots
that they had. They were not processed properly to
allow for nolecular testing. And who knows what

the next technology is? Right now for exanple,
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REDS system had a very good system where they kept
not only plasma or serum but al so nononucl ear cells
because there nmay be technol ogy and maybe there's a
new pat hogen out there that resides only in
nmononucl ear cells, you know, and that's where we
ought to go and look for it, not in the plasng.

I nventory build-up, | think we do have the
donors out there if we go with the right nessage.
But, you know, it will be a call to arns, so to
speak. Pardon the pun. A call to arns to build
the bl ood reserves. Maybe we can have a system
where we can--just |ike people sign on now, yes, |
want to be an organ donor. Well, maybe we can sign
themon to be a blood door, to join the bl ood
reserves and give them a nunmber, and then you can
say, look, if your nunber is--your last two digits
of your bl ood reserve nunber are 10 to 15, cone on
down tonorrow, you know, so that you don't have al
t hese people coming at the sane tinme, and you can
build the reserves that way, and you can put these
peopl e to donate once or twice a year

A rotation of inventory can be done with
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proper |ogistics. Again, you have to have good
i nformati cs.

The situation there, we have to be very
careful because there's the issue of cost. If we
have a rotation of frozen inventory, one exanple of
the quandary we have is | euko-poor blood. At tines
we have units of blood that the only avail abl e
conpatible unit for that particular patient is
| eukocyte-reduced by filtration. But neither the
physi ci an nor the hospital asks for it, and they
tell us: W're not going to pay for the
| eukor eduction, we just want a unit of blood that
is conpatible. So if |eukoreduction has been done,
you'll have to eat the cost. That's what the
hospital tells the blood center

Well, if we have that--1 nean, they are
stretched to the limt, and they're fighting over
every single penny. And we need to have a way to
be able to rotate inventory but solve at the sane
time that demand fromthe user

We may have situations where we have to do

addi ti onal processing of blood. For exanmple, let's



say that the blood needs to be irradiated. Well
there is not such a thing now, a |license to have
irradiated frozen bl ood. W have to sol ve--those
things are solvable, but we need to plan ahead.

How can we get all these special things done if in
the future we |icense a systemto do pat hogen

i nactivation? Well, will we be able to do pathogen
i nactivation in frozen units? Can we do it or not?
Maybe we ought to also think about that. You know,
addi ti onal processing, we'll have to set it upin a
way that allows us to get it done.

Triage in the event of massive needs. |If
there are several areas, who gets what? You know,
we have this centralized systemor decentralized
system but who is going to nmake the decisions of
where the bl ood goes? How does the system get
activated? What are the things that would trigger
such a type of activation?

Financially, there's a sizable capita
investnment. |'mnot going to go too |ong over
that, but definitely we have to buy pl aces,

equi pnent, conputers. Operational costs, who will
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pay for that? That needs to be resol ved.

Lastly, we have ethical problenms, for
exanpl e, testing for new pathogens without prior
consent. Going back to CID, here's a condition for
which there is no treatnent. There is no way of
avoiding it anynore or a cure. And the donor that
donated about five years ago never gave consent to
be tested for CID. Should we? | don't know.
That's why there are ethicists that know a | ot nore
than | do, but that needs to be resol ved ahead of
tine.

When we collect blood, there is always a
possibility that the donor might die before that
unit gets transfused. And | don't think we think
much of it. The possibility is probably renote in
nost cases. But if you have a long-termfrozen
repository, you may be transfusing blood from dead
donors. Now, that may not be a problem Nobody
m ght think anything about it. WeIlIl, this is a
| egacy this person left. But it creates sone
problems. There is certainly not going to be any

| ookback fromthat. Should we renove units of
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bl ood frominventory when the donor is dead?
don't know.

Then should we use units of bl ood when the
eligibility criteria or testing technol ogi es evol ve
and cannot be applied to this? There's an ethical--yes, we
can do the variances. W can take care of
it legally, regulatorily. The question is: |Is it
the ethical thing to do?

Sonme people say, well, we can rotate the--if we
know that CID is going to be licensed, well
let's rotate it, use it now so we have all the
untested out of the way. |[|'ll just renmind you that

they tried that in France, and a | ot of people went

to jail for that. | don't want to nake that
deci si on because, you know, | think that maybe | and
me in jail. So that's a tough one that will need

to be sol ved.

Let me just finish by addressing sone
issues related to disasters and that have to do
also with the reserves. And reserves are nore than
just the physical reserve of blood. There should

be reserves for testing capabilities. During 9/11,
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we saw collection junmp up five tinmes the nornal
I evel that we get every day. New York Bl ood
Center, | amtold, had collected record nunmbers--record
nunber s--of bl ood on Septenber 12th--you
know, 11th, 12th, 13th. On Septenber 14th, they
had no platelets. They were inporting platelets
from ot her areas because the testing systemwas so
gumrmmed up that they could not produce a test result
before the platelets expired.

So, you know, again, it goes beyond just
havi ng enough bl ood. W need to have systens to
deal with upsurges in tines of critical response to
critical events. That needs to be addressed in
some way or another together with the long-term
reserve.

I worked there for many years with the
chai rman of our board who was an executive in a
power utility conmpany. And he always rem nded ne
t hat bl ood banks are very nmuch |like a power utility
because you deal with stuff that you cannot store
in large amounts. You know, it has to keep noving.

And we rendered a critical service to the



community. And | think the power systens, we know
how critical they are. Sonetinmes it breaks down.
But they have this systemthat is constantly
nmoni t ori ng how nuch voltage is, or anperage,
whatever it is that they neasure, where to nove
these things around if the systemcuts here and
there. And, you know, sonebody is mnding this
whol e system and sure, it will break down and it
makes NBC News and all that stuff. But the system
by and | arge worKks.

What |'mtrying again to bring the point
to is we don't know how rmuch blood is there. W
have anecdotal things. You know, Dr. G lcher tells
me our bl ood inventory is terrible this sunmer, and
we will all conmmi serate here and there. But we
don't actually know how much blood is there. There
are small hospitals that are squirreling bl ood,
having a |l ot of blood there that they're not going
to need, and there are other hospitals that are
screanming for it. | think that our country and our
citizens deserve a better system W need to have

a good way to nonitor our inventories and our
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capacities so that we can hel p each other better
and keep the integrity of the health care system
t hrough thick and thin.

Thank you very much.

DR. BRECHER: Thank you, Dr. Leparc.

Questions, comments? Harvey?

DR. KLEIN: Gernan, you've obviously given
us a lot of thought, and you've had a blood reserve
in the past. What kind of a blood reserve do you
have now? How do you deal with that issue?

DR. LEPARC. Well, at this point we have
a--we |l earned sone | essons from February 2001. W
keep about 500, one full freezer with Goup O
bl ood, largely O pos. W never have enough O neg
to put into the system So it is, | would say, 99
percent Group O positive bl ood.

We do have sonme nore extra capability, but
ri ght now we can process about 100 units a day of
frozen bl ood, which neans in five days we'll be
out .

One problemthat we see is that there is

attrition day by day into the system You cannot
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make up for that, so you eventually get to the
bottom of the barrel there, too. So it's good only
for the critical time, but long term-you know, it
will buy us alittle tine. Mstly what we use it
for is when we go and appeal. |If you go and
appeal, there is alag time of 24 to 48 hours
before those units cone out of the processing
system So it buys us sonme tinme when we go and
appeal, but it's not practical at this tinme for us
for the scale at which we can apply it.

DR. KLEIN. Wth sone of the technol ogy
that we heard about a little bit earlier this
nor ni ng, do you think that that would inpact at al
on how you woul d manage reserves?

DR. LEPARC. Yes. | think if we had the
capability of having 14 days after thaw ng, we
woul d expand our frozen storage, which is the other
probl em of the short storage tinme we have after the
bl ood is processed. By the tine you get it to the
hospital, it's got only 12 hours left, and that is
a problem

DR. BRECHER: Lol a?



165

DR. LOPES: | wanted to ask you and al so
Jay about how the regulatory systemworks. Wy is
it that we have the bags that are currently okay
for use are not the ones that are used by
everybody? Is it a matter of what gets approved is
what gets submitted? Do you have a process, is
there a process for noving the regulatory system
around to help it catch up to the state of the art?

DR. LEPARC. | think part of it is the
data, the process that the manufacturer sends to
the FDA, and it's approved for use with that
particul ar bag and their particular system |
think part of the licensing process should be how
conpatible it is with what we have now, and perhaps
if we could, you know, have sone kind of |egacy
requi renent or put sone incentive for the
manuf acturer to see that their systemis conpatible
with what is licensed around the country, that
woul d hel p. You know, that's--probably Dr. Epstein
can address that better.

DR. EPSTEIN. | agree with Dr. Leparc's

novel products answer. FDA can encourage the



devel opnent of novel products that we perceive or
the industry perceives are necessary, but we have
no authority to mandate that anybody shoul d devel op
or manufacture them And when we approve products,
we approve them based on whether they're safe and
effective, and they're manufactured under good
manuf acturing practices and that they're |abel ed
truthfully. W're not in a position to pick and
choose and say, yeah, but that would be nore

i mportant. Make that. So we're in a response node
when the conpanies cone in. W evaluate their

data. O course, we nmmy establish approva

criteria to set scientific standards, but basically
our node is responsive, whether the denonstration

i s adequate, you know, has a claimof safety and

ef fectiveness for a specific indicated use been
shown or not?

And there are nore gl obal issue, and we
try to get at those through public fora, workshops,
di al ogue with the industry, et cetera. But at that
I evel we're sinply tal king about influence or

encouragenent. We're not tal king about being in
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the regul atory node of requirenents.

DR. BRECHER: Cel so?

DR BI ANCO  Gernman, very, very
t houghtful, very nice again. And you nade a very
enphatic plea for data and nunbers, and | happen to
agree with you. | get shocked every Mnday norning
when | hear exactly how many nmillion dollars a
novi e made somewhere, but we don't know what we
have on the shel ves.

But 1'mless clear--and maybe you can
hel p--with what we do with those numbers. Let's
suppose that Monday norning we had all those
nunbers. We know in each region, each area, what
we have in inventories. What actions could we
take? How would we nmanage these? And npst
i mportantly, who would nange this? Wuld it be Dr.
Epstein telling us, "Send blood fromFlorida to
Texas" or the other way around?

DR. LEPARC. | think the last thing
would want is for the FDA to get involved in
di stributing blood around the country. | don't

think that that would be a good way to do it. But
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if we have the infrastructure, | think that bodies
i ke the Anerican Association of Blood Banks, ABC,
the American Hospital Association, we can have a
consortiumto operate under certain rules, a system
where we all agree we're going to help each other.
So you night even have like a board that oversees
that activity with patients. | nmean | don't see
why you shoul dn't have the consuners. You should
have there everybody that is concerned with that
bl ood, the make sure that it is distributed in a
way where it can help the nost. And everybody
woul d participate voluntarily into that, but it's
got to be | think a nulti-effort, just like the
bi oterrorismtask force. You know, we could work
on that and we could do it in the private sector
with the proper managenent.

DR. GILCHER: 1'd like to al so enphasize
the i nmportance of being able to track every unit
that's in the system W have the advantage in our
system -and hopefully nost of you were here to hear
my presentation earlier--that we're the sole

supplier for the 92 hospitals in our system so



they're not getting blood from anywhere else. W
know where every unit of blood is in our system

but we don't know, at the nonent that it's

transfused, and we don't know what is on cross-match.

only know that they received the unit.
We' ve devel oprment a software systemthat has
applicability to other systens. |It's in the
process of being validated now at two hospitals.

| presented sonme of this data at an
earlier Advisory Commttee neeting. It was called
BUSS, Blood Utilization Software Systeminitially.
We' ve changed the name to Blood Utilization Support
System It's a Wndows-based Internet based
system whereby the hospital essentially informs
us--it's an online active system-wherever the unit
is in their system essentially if it's been
transfused we get data back right away. |If it's on
cross-match we have data. Now, what we've done to
make that valuable to the hospitals is we called it
utilization because we put in flags that tell the
hospital when they're using a product

i nappropriately or there's an order that's
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i nappropriate. An exanple that | used the | ast
time was if they ordered an irradiated until today,
but tomorrow they did not, then one of the two
orders is inappropriate. The systemflags and
tells themthat. W don't know which is the
appropriate order. But we've done that to try and
i mprove utilization because ultimtely that affects
the cost, but that will then allow us to truthfully
then track every system exactly where it is in the
system and that's the direction that we're headi ng
wWithin our system But it has the applicability to
any system

DR. BRECHER: Thank you, Gernman.

Qur next speaker is Dr. Dennis Coldfinger
from Cedars-Si nai Medical Center in LA

I's Dr. Bowran from CMS in the audi ence?
Okay, thanks.

DR. GOLDFI NGER:  Thank you.

Actually Captain McMirtry called nme on
Tuesday and said, "I need a favor. | wonder if you
could conme and give a talk to the Advisory

Committee on Thursday." Fortunately, he picked a
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topi ¢ about which | know sonething, so | was able
to throw a talk together on Tuesday and he got nme a
ticket for yesterday norning to fly here.

Actually, | have a feeling that he really just

wanted the Conmittee to hear the [atest from LalLa-Land
wi t hout having to distribute tabloid

newspapers to the group.

[ Laughter.]

DR. GOLDFINGER: What |'d like to do is
tell you about frozen red cell applications fromny
perspective. |'ve been freezing blood actually for
along tine. | started the frozen bl ood program at
the NIH | i ke 33 years ago, and when | got to Los
Angel es, | started a program at Cedars-Sinai in the
early 1970s. \What 1'd like to discuss with you is
the freezing of ordinary inventory, as we've been
di scussing this nmorning, but also give you a little
bit of background on sone of the ways that we used
to use and nmaybe continue to use a little bit,
continue to use frozen red cells, especially at the
hospital |evel with extensively phenotyped units of

bl ood for patients with red cell antibodies and the
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freezing of autologous units under a variety of
ci rcumst ances.

First of all, it's inportant to renenber
that frozen red cells were initially used in the
past for their clinical value, not really so nmuch
for inventory control. Frozen red cells are very
much | eukocyte poor. 90 percent of the white cells
are renoved by the freeze-thaw process, and this
was one of the early ways for us to supply
| eukocyte-reduced red cells to patients. Also
they're plasm poor. Over 99-1/2 percent of the
plasma is removed froma unit of packed red cells
by the freeze-thaw washi ng process, again, making
this product useful for patients who have, for
exanpl e, severe allergic reactions to transfusions.
And frozen red cells are the closest thing we have
to fresh blood. The survival of these red cells,
because of adequate mai ntenance of ATP levels, is
excel l ent, and their henpglobin function is
equivalent to that of fresh red cells because of
preservation of 2, 3-DPG

Now, if we go back though to the use of



frozen red cells for inventory control, first let's
take a look at its use for the ordinary control of
bl ood. In other words, freezing away bl ood when
the supply is plentiful, so that it will be
avail abl e when supplies are short. And fromthe
hospital point of view, | can tell you that this
approach used to be a very effective approach. W
could actually freeze away several hundred units of
Group O blood, O positive and O negative, and at
the hospital level, at a hospital |ike ours where
we transfuse 50 to 100 units of blood a day, about
hal f of those would be Group O blood, the ability
to pull out 10 or 15 or 20 units of Group O bl ood
every night for availability the foll owi ng day
really did help to boost the supply of blood within
our hospital. This used to be the case. 1'IIl tell
you why it's not so good any |onger. But at any
rate, it was an effective technol ogy.

As far as phenotyped units of blood are
concerned, this is actually an interesting
application. W don't see much of it nade use of

any longer, but the idea is to have bl ood avail abl e
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for patients with red-cell antibodies, not for
patients with a single red-cell antibody or
patients with an antibody to a high incidence red
cell antigen, but for patients who had anti bodies,
who had nultiple antibodies to red cell antigens.

Here's an exanple of the kind of thing
that we used to do. We could have several hundred
units of blood frozen away. All the units would be
Group O But we coul d--1o00oking at the various
bl ood group systens where patients--to which
patients could nake clinically inportant,
clinically significant antibodies, we could have
units of blood, for exanple, in the Rh systemthat
are RLR1, nmeaning they're little c-negative and big
E- negati ve, and perhaps this unit would be Duffy-A
negati ve, JKA-negative and Big S-negative. And
there's a unit of blood for a patient who has those
ki nds of antibodies. W mght have another R1R1l
unit that's Duffy-B negative and JKA-negative. W
m ght have an R2ZR2 unit, a unit that's Big C-negative and
little e-negative, that's Duffy-A

negati ve, JKB-negative and little s-negative.



Havi ng these, you can see that there al
ki nds of conbinations that you could have, and you
coul d have perhaps four units of each and with
several hundred units, cover the needs, the
i mredi ate bl ood needs for patients who had multiple
red cell antibodies. This is a technique that's
just not used very nuch any |onger, but used to be
sonet hing that was very useful, and rmade the whol e
frozen bl ood concept kind of fly in the path and
made people interested in the concept of red cel
freezing.

And then finally autol ogous bl ood. W' ve
had a | ot of experience actually in freezing
aut ol ogous blood in two ways. One which can stil
be used, and that is freezing blood for elective
surgery. The tines that this can be used woul d be
for surgeries where the patient is required, in
order to neet his or her total blood needs, is
required to put away an awful |ot of blood, severa
units of blood, and especially in the days when we
could only store blood for three weeks, this was

particularly useful. Now that we can store for
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six, it's not so needed any |onger, but once in a
while is, or for the patient whose el ective surgery
is canceled and all this blood' s been put away,
it's possible to freeze the bl ood.

But al so long-term frozen storage of
bl ood. This is something we could store bl ood for
up to 10 years and this is something that becane
popular in the 1980s followi ng the AIDS epidemc
when peopl e becanme afraid to receive blood from
comunity sources, the idea that they could put
away their own blood, and actually, several private
enterprises devel oped whereby patients could, for a
charge, put away their own bl ood for potentia
future use. W actually started such a program at
Cedars-Sinai. Now, | want you to know that |'m not
touting this concept. |In fact, our own programis
| argely shut down, really because of |ack of
interest. And all of the conpanies that | know
that started these prograns have all gone out of
busi ness.

But just a word about this, because

certainly |I think frozen autol ogous blood really
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did get a bad rap without data, and we actually
have sonme data. First of all was the cost issue.
Well, it's probably not going to be used and it's
going to be very expensive. Wll, we | ooked upon
this as an insurance policy. And when you buy
i nsurance, if you buy disability insurance, you're
not hoping that sonmeone's going to knock your eye
out next week so you get a chance to use it. On
the other hand, you know that you can't buy fire
i nsurance when your house is burning down. And so
you pay the noney with the hope that it will never
be used, and if the price is reasonable, then this
can be considered an okay thing to do. Another
i ssue that was brought up was that--and in fact,
what we found in a study that we did over a 20-nonth period,
21 percent of the units in our
freezer, about 1,000 units at the tinme, 21 percent
of those units actually were used by the patients
who put themin. So actually, utilization was
fairly high. These studies were done in the late
1980s.

Anot her salvo that was | evi ed agai nst the
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aut ol ogous frozen bl ood concept was that it would
not be avail able when the patient needed it. For
exanple, here | amin Washington, D.C.; my blood's
frozen in Los Angeles. How am | going to get it?
Well, first of all, you probably could get it, but
one of the big issues was that you--again, we heard
about how long it takes to get bl ood out of the
freezer, but you just never get it to the patient
qui ckly enough. And we | ooked actually at 1,100
patients prospectively studied over a three-nonth
peri od, who received transfusion, and found that 48
percent, essentially half the patients, had four or
nore hours fromthe tinme the bl ood was ordered
until it was needed to be transfused. So this
blood, if it had been in the freezer, could have
met the needs of half the patients who were going
to be transfused.

We heard that the quantity would be
insufficient. WeIlI, patients would put away sone
bl ood, but in fact, when they needed the bl ood,
they get into a car accident, they'll need 20

units, 100 units. Wat we did is we | ooked at
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4,400 consecutive transfusions of red cells, and
found that 78 percent of the patients who were
transfused with these red cells used four or |ess
units of blood for their total transfusion needs.
Three-quarters of the patients' needs could have
been net had their blood been in the freezer
Again, I'mnot selling this concept, but the point
is that these, these criticisns were really |evied
wi t hout any data what soever.

Limted post-thaw storage has al ways been
a problemwith frozen red cells or saline washed
red cells, and it remains such a problem although
as we've heard, there are sone closed systens, the
devices that are likely to extend the post-thaw
st or age.

At any rate, these kinds of prograns are
unlikely to beconme nore widely utilized. There's
just no interest in themand they're not going to
have a significant inpact in the future, | don't
bel i eve.

What about the problens with phenotyped

units of blood? WeIlIl, the problens here are you



need a | ot of storage space if you want severa
hundred units of blood. The blood is hardly ever
used. The cost is not so rmuch an issue when you
actually need the blood. 1t's not such an
expensive way to get extensively phenotyped bl ood,
but the cost and the ability to extensively
phenot ype hundreds or thousands of bl ood donors, so
as to be able to come up with these various
conmbi nations of units, is quite a chore, and is
sonmet hing, again, that's not |likely to happen in
the future, and probably woul d not happen at the
hospital level. |If it's going to be useful at all
this is probably the kind of thing that bel ongs
within the community bl ood center.

And now, finally, what about the problens
associated with the ordinary inventory? Well
we' ve al ways had sone problens. For exanple, blood
has to be frozen within five days of collection if
we want to have relatively fresh red cells.
There's a problemthat hadn't been nentioned
earlier, nanely, that sickle-trait blood, blood

from donors who have sickle trait will not thaw
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properly unless you know about it ahead of tine.
So there could be this problem of having a segnment
of the blood that would be difficult to get out of
the freezer.

But the problemwi th the frozen blood to
support the inventory has never been getting the
blood into the freezer. That's really the sinplest
part of it. You can always cone up with enough
bl ood and get the people to put the blood in. And
as you' ve heard this nmorning, sone people who are
doing this sort of thing have recogni zed they need
lots of freezers and that's al ways been recogni zed
and it's sonething that's not really a limting
problem It's getting the blood out of the freezer
that's the big problem as you've heard this
norning and this afternoon again fromDr. Leparc.
You've heard it several tines now.

It's interesting to note that certainly
several, especially the Department of Defense, has
recogni zed that you need to have a | ot of
i nstruments. The cell washing instrunments, that

you need for deglycerolization. You need to have
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lots of these. |It's not just that you need | ots of
freezers, you need lots of cell washers. So in
order to get blood out in quantity in a short
period of time, it requires having perhaps 40 or 50
of these cell washers in order to deliver this.

But a bigger problem nore trouble, is the
staff. How are you going to get staff? |If you
contenpl ate that one technol ogi st of technician
coul d operate two pieces of equiprment or even
three, you're going to need perhaps 20 individuals
who are going to be trained to do this. But
furthermore, not only do they need to be trained,
but those people are going to be sitting around
doi ng nothing for five years, until the tinme cones
that you're going to actually need themto get
bl ood out of the freezer in a hurry if you need in
five years, because in fact, in the history of
transfusi on nedi ci ne, we've never recognized a tine
when we' ve needed to get all this blood out in a
hurry where we'd need these frozen resources.

So | see the problemw th adequate staff

to be one of the greatest, and really nmeking this
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not a tenable approach for the energency
availability of bl ood.

Now, I'mglad to see that sone specialty
of the Departnment of Defense has recogni zed that
the initial response to a disaster has got to be
with liquid-stored blood on the shelves, and that
these units could then be brought back into the
systemto help refill the system and | think that
that is an inportant recognition.

The big problem-and you've heard this now
fromseveral speakers--is that involved with the
devel opnent first of all of new blood tests. This
began with the H 'V epidemic in the early 1980s.
When we instituted a test for HV in March of 1985,
we suddenly had to take all the blood in our
freezer and throw it in the garbage. All the bl ood
goes out. Five years |ater when hepatitis C
testing cane along, all the blood had to be
di scarded. None of that bl ood could possibly be
used. And as you know, since then we've continued
to add many new tests, NAT testing, now West Nile

virus testing.
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And so that blood is untested, so we got
very bright--as you've heard, other people are
bri ght al so even on the other coast--and so the
i dea of freezing a sanple tube, but I've listed it
here, and several have nentioned it, that sonetines
that sanple tube actually is an inproper specinen,
doesn't even allow you to do the test. But
assum ng that you could do the test, renenber that
throwing away all this blood is not just costly,
it's denoralizing. Wen you get your staff to gear
up, and if you get the blood donor, the popul ation
out there to come in and put away, make this effort
to store away a lot of blood at a tinme when there's
goi ng to be adequate supply, and then you throw
that bl ood away, that is absolutely denorali zing,
and you can't make up for that, and it's sonething
that's too distressing, to allow you to continue to
mai ntai n such a program

The even bigger problemis that of the new
gquestions. Now, you've heard about some of this
di scussion this nmorning, but let nme put sone

addi ti onal perspective on this. First of all, this



began with H'V, things |ike sexual exposure, so we
had problenms with things Iike male to nale sex or
sex With a prostitute. Then we got on to this
variant CIJD, and we got involved w th geographic
exposure. Now, nore recently with West N le virus,
we deal with signs and synptons, or maybe with
SARS, we deal with signs and synptons. | believe
that you cannot recontact the donors to get this
i nformati on for two reasons.

First of all, it's just too--it's a
| ogi stical nightmare to try and go back and find
t hese donors and ask themthese questions. And
second of all, they cannot give you truthful--not
truthful, but accurate responses to the questions
because while they nmay renenber things |ike where
they were, whether they spent a total of three
nonths in the UK over their lifetine or over the

period of tinme for which we exclude, they couldn't

necessarily remenber particular contacts with high-risk

i ndi vi dual s, or having had fever or headache a
week prior to the donation that they nade two years

ago. That's just not possible. And so these units
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are inadequate. So that recontacting donors does
not allowus, is really inpractical and doesn't
solve the problem So we would continue to |ose
our inventory.

And so, what's ny conclusion? |'msorry
to say, | really believe, that frozen bl ood storage
is dead, and this is after over 30 years of trying
to make it work in every conceivable situation.

And | nust say Dr. Leparc actually presented a
coupl e of thoughts that |I hadn't even conme up with.
For exanpl e, pathogen inactivation, | hadn't even

t hought of that one as a reason for again having to
di scard a freezer full of blood.

I"'mreally glad to see actually that in
Karen's presentation, that her group decided that
liquid storage or sonme other approach to having an
enmergency inventory availability was preferable to
frozen storage because | don't think that we'l
ever overcome--1 think these are insurnountable
stumbling blocks that will not permit long-term
frozen storage or even shorter-termfrozen storage

of large quantities of blood.



While | think that many have nade a good
faith effort, and once again, | think that the
armed forces have certainly done that, and they've
clearly come up with sonme of the answers to certain
of these problens, they also recogni ze, however,
that much of the blood in the systemw |l be
suboptimal at any given point in tine.

Qur likelihood of using blood that is
suboptimal is really, really small. The fact that
the FDA, for exanple, permitted the collection of
all of this blood after Septenber 11th and provi ded
for the possibility for variants, you see, no one
ever used any of that blood. Now, granted, it
didn't need to be used at that time. But just
knowi ng how physicians and other health care
wor kers, they're going to use this as an absolutely
| ast resort. The idea of pulling a unit out of the
freezer when there could be some other way--maybe
the bl ood's going to soon get here fromthe m dwest
or sonething, and if we can just hold out a little
bit | onger--they're not going to delve into that

supply of inadequately tested or inproperly

187



col l ected for some reason bl ood.

So ny conclusion remai ns, unfortunately,
the sane, and | think that we'd all be best off
putting our efforts in enmergency planning to
progranms that will be nore likely to be successful

Thank you.

DR. BRECHER: Thank you, Dr. Gol dfi nger

Questions, comments? Harvey?

DR. KLEIN: Dennis, | have a comment and a

question. The comment is that actually we did have
a |l ong-term aut ol ogous storage program which you
started at NNH. It involved patients who were
literally untransfusabl e, Bonmbay phenotypes,
patients with multiple antibodies. W did publish
those data. Dr. Sandler may renenber, since he
contributed. Alnmost none of that blood, when it
was stored for over 10 years, was used. People

di sappeared. People forgot that they had their
blood in storage. W actually had someone in
Washi ngton who went to another hospital, needed to
be transfused and found a rare donor across the

country, and we had four units in the freezer. So
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that blood is rarely used in our experience.
That's in Transfusion in 1991.

The question is you seemto focus the
presentation on long-termstorage, but |I'm
wonderi ng what you think of the shorter-term
strategy that Ron G I cher presented this norning,
where you' d be using that blood and rotating your
i nventory, so nost of these issues with finding the
donors really wouldn't pertain.

DR. GOLDFI NGER: Yes. And you know, |
appreciate these efforts on a I ot of thoughtfu
i ndividual's parts to try and nake frozen bl ood
work for them The problem | see with even that
short-term approach is that there's a day on which
a particular test is not needed, is not required,
and then another day when it is. And even as Dr.
Leparc was pointing out, if you kind of knowit's
com ng--and this happened recently with West Nile
because we did get sone indication that this test
was on its way--the idea of kind of like clearing
out the inventory, | think in the case of West Nile

this woul d not have been a big problem because



none of our blood was infected I don't think, and
it woul d have been okay to use up those units as
qui ckly as possible. Plus the units that we were
going to transfuse at a particular point in tine
were not tested either, so | don't have a problem
so much with the idea that you're using these
untested units. But on the given day that the test
is required, any blood in the freezer nowis in
troubl e.

So the ethical issue | don't think is you
trying to use up that blood, but the only practica
approach then is to enpty out the freezer entirely
so that you actually have no frozen bl ood, and now
try to refill the freezer with tested units. That
approach would work, but that's very difficult to
manage.

DR. KLEIN: Dr. G lcher would have been
able to test the specinens that he froze away.

DR. GOLDFI NGER: If he has a pilot sanple
that in fact is adequate. |If it's a question
that's a big problem Wst Nle is a great exanple

where the question really fails because even if it
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was two nonths ago, to expect that the donor
necessarily renmenbers that he or she had a fever
si x days before donating or a headache or sonme such
thing, that could be difficult, and so we found--we
t hought that the testing, which initially threw us
for a loop, could be overcone in sone way. But
it's the questions that have--to nme, that's dealt
the death blow really to frozen bl ood.

I don't think anyone here woul d deny that
the kinds of questions that the FDA has asked us to
put into place are in fact valid and useful for
hel ping to protect the blood supply.

DR. BRECHER: Cel so?

DR. BI ANCO:  You have chal | enged us, and
now you have to conme with alternatives. Wat is

alternative nunber one, two, three?

DR. GOLDFI NGER: |' m goi ng back hone
t onor r ow

[ Laughter.]

DR. GOLDFI NGER: These are not easy
answer. |I'mreally glad to see this Conmittee

taking this up, and this is not the first tinme. |
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think as Mark has pointed out, this Commttee has
brought this to the table going back a year and a
half or so ago that | can renenber, and I'mglad to
see that these are task forces that are made up of
the various players in the field. |It's very
i rportant that we represent the donors in this
arena, the patients and such, that I'mglad to see
that people are working on it, sone pretty bright
m nds, because | heard sonme good presentations this
nmorning. | just think that this is a nmistake to
keep this as one of the possible--again, you may
di sagree--but to keep this as one of the
alternatives, because it prevents us, | think,
maybe from going all out in our thinking about how
we're going to finally solve this probl em because
it is a problemthat needs sol ving.

I am convinced even though, for exanple,
with Septenber 11th or an earthquake--we had a big
earthquake in California. Let nme tell you, that
was scary, but hardly anybody was hurt in that one.
Septenber 11th, the terrible thing is, that all the

peopl e that were hurt, or so many of them were
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killed, and so they never needed the blood. But I
think we can envision a situation where there would
be thousands of injuries, not dead peopl e,
t housands of injuries that really would require
| arge quantities of blood. And if that were to
happen, and especially if transportation routes
were not available to us, as they were not after
Sept enber 11th, we need a system | think, but |
don't know-it's going to take sone additiona
thought. | think though if we stop considering
frozen bl ood as one of the reasonable options for
the mpjority or at least a significant proportion
of that reserve, | think we'd be better off.

DR. BRECHER: Ron?

DR. G LCHER: Actually, | have a question
for Dr. Leparc. First let me tell you what we
didn't do. On July 1st when we began testing for
West Nile virus, we didn't throw out all the bl ood
that we had drawn prior to July 1st, and we did
have retention sanples. W nade the decision not
to test those sanple, and |I'm curious whet her your

bl ood center went back and did repository testing.
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DR. LEPARC. We did not, but we | abeled
those units of blood so that when they're rel eased
we have to get authorization fromthe physician.
DR. G LCHER: But the point that | want to
make is that | suspect that your center and ny
center and probably nopst of the other bl ood
centers, did not do testing backward.
DR. LEPARC. | have to say though that
Dennis is right. About a third of the physicians,

when you tell them "Look, we have a unit but it

wasn't tested for West Nile and stuff." "Either
don't transfuse at all," or they'll say, "Wll, can
you get one unit," and they will wait for it.

DR. GILCHER: | guess | was nore powerful

We didn't have to waste any of the units, but we
did have the repository sanple, and | think that is
an inportant point, is retention of a pilot sanple
for testing that can allow you to prepare for a
test that's conming al ong, because none of these
test literally are introduced overnight. W know
they' re coni ng.

DR. LOPES: It seens that you're saying



that it's not a good idea to take fresh new bl ood,
newy collected, and freeze it at that point within
the three to four-day period. For really energency
backup, is it inpossible to find ways to freeze
blood that's within say a week of being outdated,
you know, 35-day-old blood, and let that be what's
stored away for really deep energencies?

DR. GOLDFI NGER: It is possible,
especially with rejuvenation, as you heard a little
bit about, where you add these special solutions
that make these things young again. It's the
fountain of youth. W don't have it in California,
but you do have it in Florida, | think, that
fountain of youth.

[ Laughter.]

DR. GOLDFI NGER: And so we actually could
freeze those, but actually, | think it is okay to
put away fresh units when there's lots of bl ood
around. There are tinmes when we really have enough
bl ood. That's why | don't think that getting bl ood
into the freezer is the problem and | would agree,

and | think probably the Departnment of Defense has
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felt, that it's better to have sone bl ood that may
be just not right up to snuff, but it's pretty darn
good, and have that rather than no blood at all. |
can't argue with that point. So if there's a place
for frozen blood, | think maybe it's that snall
pl ace. But as | pointed out, and as Gernan has
al so confirnmed, that nost physicians won't want to
use that blood. They'll use it as an absolutely
| ast resort, but |ast resorts sonetines cone, and
maybe in the military that's where they see it the
nost. | don't have an objection to having that
ki nd of a contingency.

DR. BRECHER: Cel so

DR. BIANCO | just want to go back to the
point that Dr. Glcher raised. Wile | don't think
that West Nile is a good exanple, it's seasonal
the risk prior to July 1st is very different from
the risk that we have today, just a nonth later or
two nonths later. So | think that the concern is
about diseases that are there the whole tine and
all that. At least in Wst Nile we had that

difference. And | think that it has to be
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enphasi zed. The danger is another, | don't know,
not a virus that appears or even the agent for CID
identified, that we really would have no ot her way
to screen that unit but to go back to the sanple
and test.

DR. HAAS: Dr. Leparc said that just
because of supply capacity he didn't do O negatives. But
you're going to set this up,
say, as your last resort, not to be a mmjor subset
but a contingency subset, perhaps regionally or
sonmething |i ke that, and you had presumably | ong
periods of tine between its use, could you
concentrate on just O negative, just to renove one
ot her variable out of the equation to nake
availability virtually universal? And then again,
you woul d have to make the decision that you are
using it only as a subset of your reserve, | nean
as your contingency. O her nechanisns woul d be
your primary contingency, but this would be |ike
your last resort, as you said. Wuldn't that case
justify really pushing towards O neg instead of

just O pos nostly?
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DR. GOLDFI NGER: Yes, definitely. It can
be done, and we've done it. Again, if | come back
to--ny talk's supposed to really be what do we do
at the hospital level. At the hospital Iever,
where we're not tal king about quite such |arge
nunbers, but even at the community bl ood center
level, it is definitely possible to put away sone
O negative blood, and over tinme accunulate a fair
bit. But I'Il tell you, this is one of the npst
difficult aspects of what |'ve done with frozen
bl ood, is that I've tried to convince sone of ny
people to do this, to squirrel away whatever extra
O negs could be avail abl e, never |eaving obviously
a patient or the community short of O negative
bl ood, but put away whatever we possibly could in
the freezer, knowi ng that we can always get it out.

One of the nost denoralizing of all issues
was that when we finally got to having a
substanti al nunber of O negative units, we had to
throwit all out. That was very brutal. So
think it can be done, because there really are

times of the year when blood is plentiful. It's
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just that there are also tinmes when it's short. |
can tell you, two years ago, it was before 9/11,
that we saw the worst shortages that |'ve ever seen
innm life, that | never thought | would see, where
you could actually walk into a hospital--our
hospital is like 1,170 beds--and we had |ike two
units of O negative blood on the shelf one day.
Not only 1,170 and it's a tertiary care hospital
but it's a Level | trauma center, and where you
could be dealing with young wonen of chil d-bearing
age comng in after trauma, two units of O negative
bl ood. It would be great to have those stocks.

But once again the problem of maintaining
those stocks i s perhaps insurnmountable.

DR. BRECHER: Okay. Thank you.

We' Il now nmove on to Scott Caswell from
America's Blood Centers.

Let me make a comment to sonething Dr.
Klein said, that these autol ogous units that are
frozen are not always useful. There certainly are
times when there are. When | first canme to Chape

H Il we had a trauma pati ent who had gunshot
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wounds. It turned out he had an anti-U. So
sai d, okay, call the blood center and see if they
have any U-negative bl ood, and the answer cane
back, "We do," and as a matter of fact there were
t hree autol ogous U-negative units from himthat
were right in our region, and it turned out it was
the third tinme he had been shot.

[ Laughter.]

DR. BRECHER: The first tinme he got
sensitized. The second tinme they recognized it and
asked himto put away autol ogous units. And the
third tinme they were useful

DR. BIANCO That's the definition of high
risk right there.

DR. KLEIN: | think the point, Mark, is
that if yo store rare units--and you shoul d,
because | think it's a very good idea, and we do--that
they'll be there. |f you had asked that
patient or if you could have asked that patient, he
nm ght not have known that his units were stored,

m ght not have renenbered, or in fact, you m ght

not have been able to ask hi mbecause he m ght not



have been in the position to tell you. And if his
units had been stored at another hospital, for
exanpl e, you never woul d have gotten them That
was what we found, and again, we have data on this
goi ng back | think 20 years. Sonme of the units
Dennis froze. One of the wonen was in a nursing
home and she had no idea even that she had ever
been transfused or donated blood. |If she had
needed bl ood, we certainly wouldn't have nade the
connecti on.

MS. LIPTON: W're afraid to ask, where is
this guy?

DR. BRECHER: He survived. |'mnot sure
what his current occupation is.

[ Laughter.]

DR. BIANCO  Well, you know, this is true
even in large systenms |ike the tinmes in New York,
with several trauma centers, several hospitals
serving popul ati ons of thal assem a or sickle cell
And the units may be in one hospital, and the other
hospital doesn't know, or the patient will approach

a hospital and the antibody will be rediscovered at
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that time. I1t's a chall enge.

[ Pause. ]

DR. BRECHER: W're ready to resune. Take
it away.

MR. CASWELL: M. Chairnman, Committee
menbers, | adies and gentlenmen, good afternoon. MW
name is Scott Caswell. | amthe Chief
Communi cations O ficer for America's Bl ood Centers,
and ny assignnment today is to discuss with you
strategies to create a donor reserve. | have a
coupl e of comrents though at the begi nning.

One is | did not bring handouts. |
apologize and | will send themto Captain McMirtry,
and | have a little bit of a cold, so please bear
with ne.

Before | get into the presentation | would
like to give you the framework fromwi thin which
our nmenmbers work each day, and then I'mgoing to
tell you a little bit about who we are.

Current state of blood supplies. Wen we
are asked the question, "How is the blood supply,"

we usually supply that the blood supply is okay.
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It could and should be better, but it could be a

| ot worse too. Having 76 nmenbers conplicates our
nmessages as well, and as our coll eagues with the
Anerican Associ ation of Blood Banks and the
American Red Cross can attest, nmkes joint
statements and broad appeal s problenmatic. W have
sone nmenbers who are in dire straits, but ABC has
many nmenbers who are doing quite well, places |ike
M ssi ssi ppi Val |l ey Regional Blood Center in
Davenport, Gkl ahonma Bl ood Institute in Okl ahom,
Menorial Blood Centers in Mnnesota, are
experiencing double digit increases in donors.

So any tinme we participate in a joint
statement or appeal, we hear from our nenbers.
Sonme breathe a sigh of relief and say it's about
time someone did sonething, but others call and ask
why we felt it was necessary to go out on appeal
You know, they're fine, and now they need to field
medi a calls asking themwhy their blood supply is
doi ng poorly and why they felt it was necessary to
go out.

But the bottomline is, demand is rising
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at aclip of 3to5 or 6 percent per year, and
supply is barely keeping pace, and in the year 2002
demand actual ly exceeded supply for our nenbers.

Post-9/11 syndronme. Qur reality is the
bl ood supply is nore precarious today than it was
prior to 9/11. An event that many of us felt would
jolt Americans into blood donation, has actually,
it seenms, had the opposite effect.

Who is America's Blood Centers? 1'Il be
very brief. | would |ike to renm nd you of who we
are and why we are about our nation's blood supply.
Anerica's blood centers is a confederation of 76
menber comrmunity blood centers, one Canadi an-based
system and 75 in the United States. All are
nonprofit, governed by an independent board of
directors, and licensed by the Food and Drug
Admi nistration. Qur nenbers collect nearly half of
the nation's blood supply, and 25 percent of the
Canadi an bl ood supply.

| seemto be experiencing a technica
probl em here

I know this Conmittee continues to discuss



many of the itens | will raise in the next few
m nutes, but again | think it's inportant to give
some context to the discussion.

Mad cow deferrals. It is estinmated that
Mad Cow deferrals will take nmore than one nillion
donors out of the system resulting in a | oss of
1.7 mllion donations. | was in Richnmond on Monday
at Virginia Blood Services. Virginia Blood
Services collects approximately 80,000 red cells
each year. This deferral has cost them nore than
2,000 donors and 8,000 donations, and while a four
to one ratio may seemto be high, VBS has invested
heavily in automated collection technol ogy and
relies heavily on apheresis donors. The donors
they are | osing are anong their best and npst
reliable. Not only did they | ose donors in raw
nunbers, but as we all know, repeat donors are
saf er donors and nmuch cheaper to retain.

The inmpact of tenporary deferrals is nuch
nore devastating than one m ght think. Chances are
a bl ood donor that is tenporarily deferred is much

less likely to return as a donor regardless of the
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reason. Wen we defer a donor we have probably
shamed them and in nmany cases told themthat they
are sick, even though they and their doctor know
that they are not. Any donor advocate or recruiter
or nurse or physician can give you any nunber of
exanples of this fromthe donors they speak to on a
regul ar basis.

I have sone personal experience. | noved
here from M nnesota just over a year ago. | had
never been deferred from giving bl ood for high
bl ood pressure. Since noving here my bl ood
pressure seens to have gone from 118 over 68 to 154
over 94.

[ Laughter.]

MR, CASWELL: And | would attribute part
of that | think to the technician taking the bl ood
pressure because it seens when one person does it,
it's higher; when soneone el se does it, it's |ower.

Anyway, the fact is, after | have
rearranged ny schedule, left work early, braved
metro traffic to get to the donor center in ny

community, and then found out that I'mnot eligible
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to give, I'mnot too happy. And I'm exposed to
this every day. And if | wasn't exposed to the
chal I enges every day, |I'mnot so sure that | would
go back and give bl ood because it's not an easy
thing to do sonetines. W don't always neke it
conveni ent.

Living in Mnnesota, we have a nunber of
folks during the wintertinme that |ike to take warm
weat her vacations, and we have a ot of folks who
go to Ixtapa, Mexico. It's a wonderful place to
go. |'ve been there. But we get people who cone
back and they say--and they cone in to give bl ood
as they regularly do, and then of course, you know,
they were deferred. And it's like, "Well, why
didn't you tell nme | was deferred? Wy didn't you
tell the news nedia that this was coming up so
woul d know? But as we all know, you can't just
call the TV station and tell them everything that's
goi ng on. But these kinds of deferrals cause
probl ems for blood centers.

| npact of changes to the donor

questionnaire. Mre than one third of our donors
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are over the age of 50, and that nunmber is grow ng
rapidly. Many people ny age and ol der do not
respond positively to changes in our lives. Repeat
and regul ar donors do not understand why they need
to answer the | engthy donor questionnaire every
time they donate. Their responses never change.
They ask why, if we really were interested in
keepi ng them as donors, why can we not neke the
process snoother and sinpler? Even nore
frustrating to donors is why we ask additiona
gquestions, keep adding themto the donor history?
They exami ne their lives and their behaviors, and
they view our questions as an intrusion or as an
accusation or as a challenge to their integrity.

I had a 20-gall on whol e bl ood donor remark
to me one tine that he didn't even understand sone
of the questions and the behaviors that were
inmplied. They were things he wasn't familiar wth.
Was he joking? O course he was. But donors are
feeling frustrated, and giving blood, as | said
before, is an easy thing to say no to.

80 million boormers are beginning to
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retire. 50 percent of the blood is used by people
over the age of 65. Clearly people don't need to
stop donating blood at a certain age, but life
changes are nore likely to occur, which mght cause
a person to stop donating. This situation is very
anal ogous to our Social Security conundrum

Donor diversity. For the nost part, our
donors have been very white. W encourage this on
t he basis of studies that denonstrated the
rel ati onshi ps between soci oeconom ¢ factors, race
and infectious diseases. And I'mnot in a position
to talk to you about that. You know better than |
But the reality is, the face of America is
changi ng. Look around the room Wo do you see?
When | attend a national neeting for Anerica's
Bl ood Centers, or a national neeting for Anerica's
Bl ood Centers, | look around the roomand | see a
I ot of folks who | ook like me. W need to begin
bringing in donors who do not |ook |ike us, and we
have sone significant cultural barriers and decades
of mistrust to overcone.

Bl ood center economics. As you all know,



this is a very conplex business. W have a
busi ness nodel with custonmers on two ends. |It's
rather ammzing sonetines that it all seens to work.
Costs are going up, prices are going up, but
mar gi ns keep getting thinner. Blood centers are
i nvesting nmore in soft disciplines |ike never
before. Blood centers didn't need marketing,
comuni cations and donor recruitnent personnel in
the past. Donor recruitnment consisted of
schedul i ng donors and bl ood drives. Blood centers
now need to adopt increasingly sophisticated
mar ket i ng and donor recruitnment regines just to
stay even. Blood center executives are paying for
things that they never had to pay for before, and,
heck, blood center executives are being hired for
their expertise in these areas, rather than their
techni cal know edge.

The days of just parking the bus down the
street and gl adly taking whoever happens by have
| ong passed. Blood centers cannot afford to hold
costly, inefficient blood drives regardl ess of the

need. Blood centers carefully and nethodically
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allocate the resources in ways the U S. nmlitary's
mat eri al s assi stance conmand woul d be proud. The
flip side is that donors and sponsoring
organi zati ons do not always understand this. After
all, the fol ks who work for the Blood Center are
all volunteers and all the materials are donated.

The typical donor or potential donor has
no i dea what it takes to recruit, collect, test,

process, store, and distribute a unit of bl ood.

The popular refrainis, "Wll, | guess you just
don't need it bad enough." In planning a bl ood
drive, a blood center will typically recruit one-third nore

donors than units it needs because it
knows that 20 percent of the donors are going to
turn over every year. That nmeans 20 our of every
100 donors are going to be new, people you never
saw before. Add to that the no-shows, the
deferrals, the outdates, and instead of 20 donors,
you're recruiting 33.

Bl ood centers are struggling to contro
cost through the appropriate mx of fixed sites and

mobil e sites, but fixed sites, while less costly to
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operate, tend to make bl ood donation |ess
convenient. So what to do?

The days of scheduling staff whenever and
wherever are gone for good. Staff wants and expect
to have a balanced |life. Fixed sites tend to
support stable and consi stent scheduling, and this
is an issue that will cost the bl ood center
enpl oyees. Staff turnover is costly and will
result in poor custoner service, which of course
costs donors. Blood centers are very much in a
Catch-22 situation. Again, down in Richnond on
Monday, they told us that |ast year they turned
over 35 percent of their collection staff. That's
a significant nunber of people. Think about that
at your conpany or my conpany. It's unbelievable.

Donor needs. We know nore about our
donors than we ever have before, but we have nuch
nore to do, particularly with new potential donors.
What we are learning is that donors want the
rel ati onshi p between them and the patients they
serve to be nore real. Blood donation is too

abstract. The donor today is giving to help



sonmeone they know, not to an institution, or not
just to give. W know that donors will respond to
the right nessage given at the right tinme, and
provi ded that the whole process is convenient for
them Timing is everything. Donors expect a good
experience, and are nuch less likely to return
after a poor experience. Custoner service
professionals tell us that a consuner who has a bad
experience will pass their tale on to 10 people.

We have no reason to think that that | ogic does not
apply to what we do as wel |

Donors and potential donors have |ots of
guesti ons about the donation experience. You knhow,
what is the worst thing that can happen to me? Can
| get HHV? Can | get infection? Can | get sick?
WIll | get a bruise? These are all very rea
guestions that donors ask every day.

Bl ood centers have and continue to place
an enphasis on corporate and comrunity bl ood
drives. Corporations are beginning to push back
and cut back. Blood drives are not w thout a cost

to the conmpany. Blood drives are not free. W
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know that nost of the new jobs created today are by
smal | busi nesses that can no | onger host bl ood
drives on their owmm. How do we get those people in
the door? Blood drives we know are sonetimes an
i ssue that creeps into | abor/managenent
negoti ations. Note, just a few weeks ago Verizon
Wreless in New York. They were willing to hold
bl ood drives at their facility, but they weren't
willing to give people tine off to donate

Experi ence again in Mnnesota. W worked
with Northwest Airlines, who was and is Menoria
Bl ood Center's best corporate sponsor, but they had
cl asses of enployees that could donate bl ood.
Machi ni sts and mai nt enance workers, reservationists
could not. We would get calls fromdozens of
reservationists during the blood drives, who were
mad at managenent, but who were al so nmad at the
bl ood center, and they weren't willing to donate
off the clock. So we know for a fact that it was
an issue that cane up when they were negotiating
contracts. So it's an issue that all blood centers

have to deal with. Certainly, schools, conmunity
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organi zati ons, places of worship, all present the
bl ood center with challenges that are unique to
t hem

Now, this is the good part. The ngjor
bl ood organi zati ons are cooperating |ike never

before to bring in donors. In a sense we are

wor ki ng together nationally to nmake the pie bigger,

while the American Red Cross and the ABC Bl ood
Centers conpete vigorously to divide the pie into
pi eces. But | think npst of us would agree that
conpetition is healthy.

Corporate America Partners for Life:

Baxt er, Chiron, Haenonetics, Johnson & Johnson and

Ortho Diagnostics are working together to build
seni or managenent support for bl ood donation by
| everaging their contacts. Right now we have a
pil ot project going on in Boston, and | believe
projects are scheduled for San Franci sco and
Chicago in the very near future. | know the goa
of this group of five is to involve other
pharmaceuti cal conpanies and then to roll this

programout to blood centers nationally. Bl ood
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drives are nore effective when a grass roots
enpl oyee effort is supported clearly and forcefully
by seni or managenent. This programis based on a
program that was | aunched in 1998 call ed Rx
Partners for Life. It was a Johnson & Johnson
programwith the Health Institute of New Jersey and
Anerica's Bl ood Centers.

The Secretary's Challenge. Secretary
Thonpson is conmitted to bl ood donation along with
organ and tissue donation. This is a nationa
effort to involve the entire Executive Branch and
all Cabinet officers have signed on to the program
Ri ght now the program exi sts nmostly inside the
Bel tway, but soon it will make its way out into the
field.

We had that planned, didn't we?

Wor kpl ace Partners for Life. This is
another initiative by the secretary, managed
t hrough HRSA. The organi zati ons that comit to
this initiative nake a comritnent to support organ
tissue, marrow, as well as blood drives. While

many of the several hundred organi zations are



already committed to these causes, they have
publicly said that they will do nore.

Nat i onal Awareness Canpaign with the Ad
Council. This is an effort that | think all of us
woul d agree will get us excited. | know it really
gets ne excited. W' ve been working for, working
together on this project for a long tinme, and it's
finally, it's finally going to happen.

This is a collaboration between the
Anerican Associ ation of Blood Banks, the American
Red Cross, Anerica's Blood Centers, and the Ad
Council to raise awareness of the inportance of

bl ood donation with young peopl e between the ages

of 17 and 24. It's a 3-year comrtnent. W know
that the average Ad Council campaign will return to
us $33 million in nmedia, and that's the average
canpai gn.

And our vision is that blood donation wll

be a part of pop culture, think in terns of "Only
You Can Prevent Forest Fires," you know, "Friends
Don't Let Friends Drive Drunk" and "This is Your

Brain on Drugs."
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We will utilize both traditional and
nontraditional nedia. Obviously, we're playing to
a younger crowd, and there will be a grassroots
conponent to the campaign that will allow all of
our bl ood centers across the country to be
i nvol ved.

My Bl ood- Your Bl ood is an education
program on the biology of blood and the circul atory
system targeting elenmentary and niddl e school
students. A high school version is in devel opnent
and a Spani sh-speaking version will follow soon
after. The program not only educates young people
about bl ood, but al so encourages themto becone
bl ood donors, and then of course to encourage their
parents and siblings to becone involved as well.
And this is a programthat can be integrated very
nicely into the science curriculum

ABC is also involved with a number of
nati onal organizations to hold blood drives and
buil d awareness for the need to donate bl ood.

It's a great comerci al .

[ Laughter.]



DR. BRECHER: You shoul d have nade it
cl osed capti oned.
[ Laughter.]
[ Comrercial played.]
MR, CASWELL: Shucks. Sorry about that.
The Menber Donor Initiative is an
i ntegrated marketing conmuni cati ons canpai gn
devel oped nationally, but inplenmented |ocally. Key
el enments include research, targeting data, nass
media, direct mail, public relations, and currently
we are working with our nmenber centers to build an
MDI - 1i ke canpai gn targeting people of color
I"'mgoing to skip around a little bit here
and come back to the stoplight feature, | think.
Ri ght now, we're involved in a partnership with
M crosoft that involves the on-1line scheduling of
donors, both at nobile and fixed sites, and the
donors not only have the ability to schedule on-1ine,
will also receive comunications fromthe
bl ood center by e-mail as well.
You' ve probably heard about the stoplight

feature before. This is a snapshot of the bl ood

but
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supply on any given day. W have the ability to
track inventory, but whether or not we want to add
that element is under sonme discussion. This is a
little bit about how stoplight works. But you can
go to our website any day and pick up this
i nformati on.

The green is inventory three or nore days,
the red is one day or less, the yellow is sonmewhere
in between, and there are a small nunber of
centers, not the same centers, but a small nunber
of centers who do not always report their results.
But | guess | assume, and maybe incorrectly, that

t hese fol ks nust be doing okay if they don't, if

they don't need to report out, | guess.
This is our website. It's very user
friendly. 1It's very nmuch oriented towards the

public. You can see, you can check on the, check
the bl ood supply, if that's what you want to do.
You can also click on the United States map to find
your bl ood center.

You al so have the ability to go into the

website and put in your Zip Code and find out the
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nearest donor location to you, regardless if it's
an ABC or an ARC center--clearly, ABC first, but if
there's not an ABC center, then you get an ARC
center. But you can do that through your Zip Code.

| talked a little bit earlier about our 1-800
number - - 1- 880- USBLOOD. Bl ood donors can | ocate
their nearest blood center, either with Area Code
or Zip Code. Spanish- and French-speaki ng versions
are nearly conpl eted and about ready to be rolled
out .

| also want to nention autonated bl ood
col l ecti ons and donor nmanagenent becom ng nmuch nore
sophi sticated, as you know. This allows for the
nost efficient recruitnment of donors and the best
utilization of conponents. You know, if you're
like ny wife, you're an AB-positive, they don't

want her red cells any nore. They want her plasng,

and the blood center will do a good job of
recruiting her. |If they haven't done it in
advance, they'll make sure that they do a good job

when she's at the donor site.

Interactive technol ogy. You see, and
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know this comittee has considered that in the
past, it's nore efficient. It helps to elimnate
errors, which may result in the wong donor getting
through. It denonstrates sophistication to the
donor, and it's a lot of fun

| also want to nention a contingency
agreenent with the military. | know in the |ast
presentations we tal ked about inventory novenent in
a disaster scenario. The agreenent that we had
with the mlitary we believe is a nodel for future
scenarios. W set up a hub-and-spoke system which
al l onwed for the quick and efficient novenment of
bl ood between comunity bl ood centers and the
mlitary, and this is our nodel to nmove 50 percent
of the blood supply fromcomunity bl ood centers
around the nation, as needed.

But the short-term outl ook, our
expectation is that the current state of affairs
will continue in the short term maybe three to
five years. Prior to 9/11, we had a supply of
three to five days. Now, we are routinely at two

to three days.
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In the long term as blood centers work
their plans, as we get better and nore
sophi sticated in what we're supposed to be doing,
we're confident that we will continue to neet our
nation's bl ood supply needs, routine and/or
ener gency.

| guess the parting question | have, in
t hi nki ng about this presentation, and clearly don't
have the answer to, but what is an adequate bl ood
supply. And when we're tal king about energency
prepar edness, what does that nean, and who's going
to bear the cost of that preparedness, and how are
we going to manage the conmunications, and the
public relations that go along with that.

So, with that, thank you very nuch. It
was an honor and pleasure to be here, and
appreci ate the opportunity.

DR. BRECHER: Thank you.

We have tine for one or two questions.

Lol a?

DR. LOPES: |I'min the business, in part,

of recruiting new coll ege students to a mgj or
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university, and that is also a very expensive
busi ness, and we're dealing with an inportant
generation for you.

I"'mglad to see that you're noving into
Internet scheduling, but I'd |ike to suggest that
you seriously consider doing nore of the
comuni cation that would be done once the person
shows up at a site, the secured sites on the web.
For exanple, you want to avoid wasting your tine
and also the time of the donor for sonething |ike a
person who's been in Great Britain during the
critical period or for too long a tine.

At the beginning of an interaction, you
can basically discover, and without hurting
anyone's feelings, explain and turn away peopl e
that you can't use right now. But also you can, we
routinely now collect all of the basic infornmation
about people on-line, and they can start today to
fill out an information form-if they're called
away, they can come back to it later. This is al
password protected--for things that you don't have

to have a nedical person actually collecting the



i nf ormati on.

Kids love it. The self-service aspect of

the Internet any tinme, anywhere is great. And
because you deal with sensitive questions, it's
al so of interest that we've known for many, many
years that nost people feel nore confortable
telling a conputer about personal things than they
do telling another human being.

| really think that, although conputers
seemto be inpersonal, and perhaps for your ol der
donor base, they wouldn't enjoy this, | think the
younger generation |likes this kind of interaction,
and you've basically been in a world where you
don't have to keep asking them what their date of
birth is; that you have a record on them and al
they have to do is update what's recent. | think,
for your younger generation, that that really is
the way to go.

MR, CASWELL: Thank you.

DR. BRECHER: Jay?

DR. EPSTEIN. | guess it's as nuch a

comment as a questi on.
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One thing that struck ne over the years is
that we don't have donor organizations in the
United States, sonme of which exist in other
countries, and other countries have found that peer
pressure anmong donors is a good way, both to
recruit donors and also to maintain |ifestyles that
are conducive to being suitable donors.

And | just would wonder if you have any
comments about why we don't have sort of a bottomup system
a grassroots system where, instead of
trying to recruit the donor, you know, the donors
are comng to you, and what it would take to
stimul ate that environnent here.

MR, CASWELL: That's an interesting and a
great question, and | don't have the answer to
that. | will answer the question, though, that
bl ood centers are, the tension at a bl ood center
as you know, is between bal ancing the needs of the
pati ent and the donor. And | think blood centers
are now beginning to recognize that they need to
have donor advocates, people who actually do talk

to donors.
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If you change the hours at a blood site,
t hey' ve got sonebody that they can go to. If you
changed a question on the questionnaire, they have
sonmebody that they can go to, and talk to and
conplain. |If you change the cookies in the
cafeteria they can go to, and they have sonebody to
talk to.

| suspect part of the answer, though, to
your question is | think it's probably nore
generational how people respond, and | think we
have identified in our focus groups for the Ad
Counci | canpai gn that peer-to-peer contact will be
nore, will be nore relevant than maybe it is to
someone ny age or your age or soneone else. So
think it's a wonderful comment.

Thanks.

DR. BRECHER: Larry Allen?

MR. ALLEN. | appreciate your conments,
especially the issues about diversity. Just one of
the things that | know | would |like to conment on
if we could, for a mnute, just forget about the

i ssue of trust in some mnority conmunities and



just talk about getting people to donate bl ood
t oday.

"Il give an exanpl e of sonme people that
we nmet once that worked in a factory. They gave an
exanpl e of wal king down the hall and seei ng someone
alittle further down the hall that was white, and
there was soneone in a doorway asking for donors;
you know, do you have time to donate? And they
asked this person, they went in to donate or at
| east they tal ked about it.

When the mnority people cane down the
hall a few seconds |ater, the person asking for
donors didn't even ook at them Ilet alone ask them
if they wanted to be donors. So, of course, this
caused sone problens. They weren't necessarily
sure if they wanted to donate, but they certainly
felt that they should have been asked.

So | think it's just a | ot of issues.
It's not just on trying to get the people within
that community to know that there is a need, a
definite need for their blood, but it's also the

peopl e that are | ooking for those donations to
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maybe | ook at things a little differently in how
t hey approach peopl e because that has a lot to do
with it.

And | know | heard you tal king about
| ooki ng at ways to increase donorship in mnority
conmunities, and | would |ove to hear nore about
that because we try to talk to people about
donating, especially issues of sickle cell. [|'ve
been working with Dr. Sandler on some things over
the years just trying to update famlies and
parents on the need for these things.

But there really is this issue of trust
that just has not been overconme. And | know one of
the ways of trying to overcone it is to be
consistent and to be there when these people are
trying to do, you know, church functions, things of
t hat nature.

I don't know what your plans are, but
there's got to be sone different approaches to
these comunities because there's a real issue of
trust that I'msurprised it's still as strong as it

is today versus 20/ 30 years ago, but | guess you
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guys realize it is just as bad today as it was 30
years ago, and it's sonmething that we have to
OVer cone.

MR, CASWELL: Well, we'll certainly get
you involved in our effort. So |'ve got your nane,
and |'ve got your address. So we'll keep you
i nvol ved.

And | think some bl ood centers are out
there right now doing a pretty good job at reaching
out to people of color. But as you pointed out,
it's not easy. W' re tal king about trust issues
that go back

Many bl ood centers work with the Nationa
Marrow Donor Program and | think that the Marrow
Program | know the Marrow Programrealizes that it
needs to have nore people of color inits registry,
and they partner very close with bl ood centers.

And it's a good, strong partnership. So that's one
way of attacking the probl em-approaching the
problemin the short term

Another way is | think blood centers are

recogni zing that if you're going to have sonmeone go
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out and talk to African Anmericans, it's probably
nore effective that the person be African Anmerican
or be, you know, Miung or Laotian or Anerican |Indian
or whatever, that that's nore effective
recruitment.

The bl ood center nmakes a commitment to
enpl oyi ng people of all colors. | think that goes
a long way towards building that trust, too, but
it's not an easy problem but it's one that
obviously we need to figure out if we're going to,
if we're going to build any kind of reserve in the
future.

Thanks.

DR. BRECHER: We're going to nmove on. W
| ost sonme tine, for technical reasons, earlier. So
we'll see if we can catch up.

We're now going to hear from Al an Ross
fromthe Anerican Red Cross.

MR, ROSS: Well, thank you. Good
afternoon, M. Chairman. [|'m Al an Ross of the
Anerican Red Cross.

One of the disadvantages of presenting
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this late in the programis what |'m going to say
has probably already been said today. | guess one
of the advantages, it mght help shorten the
program so you can get out earlier, but hopefully
"Il have sonething to say that will be a little
bit different than what's been said earlier today.

One of our prem ses that we have is that
there is a increasing need for nore bl ood donations
fromnmnore eligible donors of the public and nore
often. And why do | say that?

If you look at our inventory over the | ast
really a little over a year, every tinme, the top
line here is our collections, the blue is our
demand, every tinme our collections and demand
touch, our inventory goes down drastically. In
ot her words, we erode our inventory trenendously
every tinme that occurs, and that's been a problem
in our effort to build a strategic bl ood reserve,
either liquid or frozen.

Now, our red cell supply in July of this
year is really a little over three-and-a-half days,

and that's nmuch lower than it was last year. It's
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much |ower than it was in 2001.

What's really frightening to ne is that we
have barely 10,000 units of O positive on the shelf
right now. That's out of an organization that
needs 25,000 units a day to neet transfusion needs.
Qur O-negative inventory right nowis just a little
over 3,100, nearly 3,200 units of O negative.

Now, what have we done to deal with this
issue? Well, quite a bit, actually. W've been on
| ocal appeal and national appeal, but one of the
bi ggest proactive efforts that we' ve undertaken
this year, beginning in May, is the Save of Life
Tour Public Awareness Initiative. You may or may
not have heard about this. W're investing $13
mllion in two convoys of four vehicles, visiting
350 cities around the United States that we'l
conpl ete here in Washington, D.C., on Novenmber 20th
of this year.

Now, what's the goal of the Save A Life
Tour ?

Vel |, number one, there's teach-ins, and

then there is a nobile nmuseumthat's a very |arge



sem that has a history of transfusion nedicine and
an effort to build public awareness with diverse
donor groups and youth. That's really the target
audi ences.

For many years, we as an industry have not
done a good job on building public awareness and
education, and this is a major comritnent by the
Red Cross to try and do that.

In addition, we have undertaken broadcast
voi ce nmmil canpai gns to our existing donors,
broadcast e-nmmil to our existing donors. W have a
| apsed donor direct nmail and tele-recruitnment
canpai gn, both in-house and outsourced. W've
devel oped a Jimry Carter PSA a G ve Blood Again
PSA.

We have web novies, with donor recruitment
rem nder nessages fromrecipients, that are
distributed to regions for use locally; of course,
the U S. Departnment of Health and Human Services,
the Tomry Thonpson G ve Thanks, G ve Life, Gve
Twi ce canpai gn that was kicked off |ast year;

prospective donor cold calling. W're investing in

234



outside firns to cold call for blood donors; we
have urgent donor grans, like a telegram that is
going to existing donors; direct mail postcards for
nobil e drives; direct mail for fixed sites; blood
drive sponsor letters.

And of course we've probably invested
another $7 mllion in paid advertising this year
We have never done this kind of stuff in the past.
And in 2002, we invested over $100 million in donor
recruitnent efforts. Now, that's a significant
amount of noney, and we're budgeted at about $125
mllion for FY '04, this coming year

It's a tremendous investment, but we're
still not seeing the returns. And |ike what Dr.
G I cher has nentioned--the post-Ilraq shadow effect,
we certainly experienced that. W had plenty of
bl ood in March, and April and in May, but the
donations started falling off just after Easter
just after the cessation of the hostilities in
Iraq.

And May and June of this year were the

| owest | evels of donations. W hit about 85
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percent of goal. The first tine we were that | ow
in about 10 years.

Now, it's bounced back through a | ot of
efforts. July, we were about 96 percent, and
August we were about the sane thing. So we are
maki ng a difference.

What el se can we do to help build a
reserve? Well, you know, decreasing the discards,
when we di scontinued H 'V p24 antigen, 6,000
donati ons now are not being di scarded per year
because we're doi ng NAT testing because of the
false reactivities with that particular assay. W
are no |l onger discarding the ALT donati ons because
we now have NAT HCV testing.

So 9, 000 donations a year are now being
recovered, and we have 65,000 donors to go back and
re-enter as a result of that.

You know, when we first considered a
frozen blood reserve in the fall of 2001, we wanted
to know what the public, how they would feel about
donating to a frozen reserve. So we comr ssioned a

study by | nsight Express, who interviewed over
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2,600 individual s.

It was very interesting. Eighty-one
percent of the individuals interviewed said they
had no interest in donating to a frozen bl ood
reserve--81 percent; 16 percent said they m ght
have an increased interest, and those were mainly
wonen that had that interest; and 3 percent said
t hey probably would have |l ess interest.

But that was kind of a startling statistic
for us. So, Dr. G lcher, | hope you really have,
you nust have great people in Okl ahoma, because if
they're interested in donating to a frozen reserve,
then that's tremendous.

Pre-9/11, the Anerican Red Cross history
in frozen blood reserve was really limted to
aut ol ogous and rare donors. And |'mnot going to
go through all of this information, but the
limtations of course have been stated earlier: 24-hour post
outdates. We really need to get to that
14-day post outdate before it's going to be a
functional program

This is a picture of the ACP 215, which



has been described earlier

The issue of the open and cl osed systens
have been discussed. Currently, nost of the frozen
blood in this country has been frozen in an open
system wi th 24-hour post dating.

The relative costs, there's been a | ot of
tal k about that. Red Cross has received nmillions
of dollars in financial donations to support the
frozen bl ood programto develop it. And that's
what's keeping us going over the past two years in
doi ng the studi es necessary for licensure with the
ot her anticoagani sts that have not been licensed to
this date.

We hope to have all of the data submitted
and hopefully have a program back in place by 2004,
but we've essentially put the program on hold unti
we get this data submitted and approved.

Why is a frozen blood reserve inportant in
our eyes? Well, we have used the 10, 000-plus units
we froze post-9/11 to suppl enment our inventory
during shortages. And every once in a while, we'l

have a demand increase. Wen we think we have an
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adequate inventory, there will be a big demand of
O-neg, and this has hel ped us suppl ement that O neg
need.

There's al so an opportunity to optim ze
i ssues of wasted Os, and |'lIl go through that in a
little bit. But the 14-day will allow us to
provide a nmore cost-effective, if you will, frozen
bl ood product.

This is a picture of our current frozen
inventory. It's about 10,000 units. The red has
been rejuvenated units; the blue were non-rejuvenated units.
Qur plans were to really rotate
through this entire inventory in three years, about
33 percent used every year

We have this inventory in three prinmary
reserve sites, and our goal is--we usually have
about 50, 000-plus of liquid. W're down to about
44,000 or 45,000 liquid right now. In April of
this year, we had 175,000 units of liquid, which is
where we would really like to be.

As | nmentioned already, since 9/11 we've

used this frozen inventory to augnment hospita
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inventories and Type Oin tinmes of shortages.

In the past, in FYOl we distributed a
little less than 9,000 units of frozen blood. This
was primarily autol ogous and rare donors.

Li ke everybody el se, we believe that the
reason for a frozen inventory is to augnent
i nadequate |iquid reserve because it's not the
ready reserve. The liquid reserve is your ready
reserve. The frozen is just to backfill.

Qur capacity, we can thaw 700 units a day,
and with a 20,000-unit inventory, that would give
us approxi mately one nonth's worth of--we could
enpty our entire 20,000-unit reserve within one
nont h.

Li ke everybody el se, we have grave
concerns about new test requirenments, but with
retention sanples, we can resol ve that issue.

There is the issue, of course, of adequate

speci men, whether you have the right specinmen. The
bi ggest question that we face, |ike everybody el se,
is the question issue, the donor question issue.

I'"'m not sure how you resolve that because | think



calling donors up and asking themto renenber has
not been a good experience for us.

So our recomendation, as | said before,
we cease freezing red cells in an open system
Once we get approval for 14-day post-thaw dating,
we'll re-exam ne the issue and perhaps go up to

18, 000 or 20,000 units.

What we need to go forward is licensure of

cl osed-system freezing and our particul ar
collection set is an anticoagulant. W need nore
Group Os, obviously, but there could be another
source of Group Cs.

Here's opportunities for more Group Gs.
Currently, we discard quite a bit of red cel
anti body-positive red cells. The thought is
freezing, thaw ng, and deglycing these units could
provi de an additional source of Goup Gs to put in
the frozen reserve.

Currently, we have about 9,000 red cel
anti body-positive units per year. These may be
able to be salvaged and put into the frozen bl ood

program rather than discarded. In addition, we
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out date about 11,000 Group Oout of 3 mllion GCs a
year. |It's a small percentage, but 11,000 plus the
9, 000 positive antibody screens could provide the
necessary red cells that would give us the 20, 000-unit
reserve that we're | ooking for

Anot her opportunity is rejuvenation of
units. We need to get the studies done, the data
submi tted and approved, but rejuvenation is another
opportunity for us.

Again, the relative cost to freeze and
thaw i s now | ess because of the 14-day post-thaw
dating. The donations, financial donations that we
have received have allowed us to offer these
degl yced units to our hospitals at our regular red
cell price. And once again, our goal of using a
frozen reserve is really as the back-up for our
liquid reserve, and it will allow us to nmininize
wast age of Group O units that are being wasted
t oday.

So, in conclusion, there really continues
to be a need for nore bl ood donations, for nore

eligible nmenbers of the American public, and we can



243
do that through a variety of programs, |ike
mentioned earlier. 1'd also |like to thank nembers
of AABB and Anerica'S Blood Centers for our Ad
Council canpaign that we're noving forward with.
It's those kinds of prograns and public awareness
that are going to help us nmeet our overal
collection goals for the future.

Thank you.

DR. BRECHER: Thank you.

Questions, comments? Jeanne?

DR. LINDEN: In terns of your goal that's
still on the screen there, you nentioned the
mllions of dollars that you' ve put into reaching
out to donors. Could you tell us about the
resources that you' ve put into donors who were
inclined to donate to make it easy for themto find
a convenient site? The 800 nunber, ny experience
with it, since lI'min a Red Cross area and |'ve
cal l ed on behal f of ny O negative husband, you get
sonmebody 300 miles away who's geographically
chal l enged, to put it charitably, doesn't appear to

own a map, can't find anything close by. |'m
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wondering, do you have a website where people can
search by zip code and maybe find sonething
t hensel ves that gives the hours and | ocation and so
forth that--

MR, ROSS: It is not universally up yet.
It is in some regions, but we're planning over the
next 12 nonths to have a universal website that
will allow online scheduling of donations, also
have the appropriate deferral guidelines so they
can know before they even present whether or not
they're eligible to donate. But that will take us
probably the rest of--another 12 nonths to conplete
nationwide. It is in place in some areas.

DR. BRECHER: Jay?

DR. EPSTEIN. Dr. Leparc and others nade a
very strong case for a better database, know ng
where all the blood is. And | just wondered if you
could coment at what |evel the Red Cross systemis
in terms of knowing the size of the inventory,
where it's located, what the hospital need is on a
dai ly basis, and how you use that information

MR, ROSS: Thanks for the question. W
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have 35 di screte databases from our 35 bl ood
regi ons that are downl oaded at midni ght every night
to a data warehouse that then allows us at 6:00
a.m the following nmorning to review inventory by
type and by aging in every one of our inventory
| ocations. W don't have a view into the hospita
inventory levels at this tinme, and that's sonething
that | think is sorely needed, because at |east
hal f the inventory in this country is in the
hospital s, and sonetines nore.

But we utilize this system-we have an
active inventory managenent teamthat then revi ews
every region that has a particular bl ood type, and
if that blood type is bel ow one day, we will
automatically ship fromone other region to that
region to bal ance the inventory throughout the
system But it's not an optiml system CQur goa
in the new conputer systemis to have a single
di screte database instead of 35, and it has to be
realti me, because that snapshot at m dni ght nay be
okay.

Now, for instance, every Sunday night we
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know t hat our Monday norning inventory is going to
be high, and then the hospitals place their orders
on Monday nornings. And we could see a 25- to 30-percent
decrease in that inventory by 12:00 noon on
Monday. So then it's not really a very accurate
picture. So a realtine systemis sonething we
really need and are striving for

DR. BRECHER: Lol a?

DR. LOPES: |1'd like to harp a bit nore on
the Internet stuff and encourage you to nove just
as quickly as you can in this direction. | think
of the noney that you've put into your nore
traditional advertising. |If you think of receiving
a postcard in the mail urging you to do sone good
thing, | think many of us intend to do it and that
we store that postcard over with the coupons from
Lenscrafters, all those things that we're going to
do later, and find themsix nonths later, or if you
hear a public service announcenent on tel evision
that urges you to go to your |ocal blood center
you think, That sounds |ike a good idea, | should

really do that. But there's no action if it's, you
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know, 10 o'clock at night, you're in your pajanas,
there's nothing you can do right then

Wth a website, basically the announcenent
says go to www. gi vebl oodnow. org and, boom you're
there, you're already halfway committed to doing
this thing, which is a very, very inportant
psychol ogi cal principle.

Karen | eaned over to ne after nmy first
mention of the Internet and said that one of the
probl ems here is that the FDA nmandates that rea
live human beings gather the information. | really
think this is a place that we should | ook at the
regul ati ons and figure out which of that
i nformati on needs to be gathered on the spot by a
real live human being and which of it really can be
gathered without that, safely. GCbviously, safety
is our first charge here. But to nobve quickly to
get a website that could answer the question where
in my area is there a donor center, all you need is
sonmething just like the weather sites on the Wb
where you type in your zip code and, boom an

address conmes up. That's not a 12-nmonth project.



I think sone of these things really should
be rolled out on a quick schedul e, even though the
rest of the database obviously will take a |ong
time to cone up. This is something where the
Internet forces you to | earn to manage rapid change
and the rapid requirenments of the receivers. W
didn't have e-comrerce at our university. W
outsourced it for a while. But the price went up
and within three nmonths we had to devel op our own
system for handling the Visa charges. And if we
hadn't done it, we would have | ost custoners
because the kids now and their parents are
expecting this kind of thing.

DR. BRECHER: Cel so?

DR. BIANCO Just an addition to Lol a.
The solution, Lola, is to have the manufacturers of
conputers to incorporate the blood bank into the
conput er.

[ Laughter.]

DR. KLEIN: | have two questions for you,
Alan. The first is: How centralized or

decentralized is your frozen inventory at this
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poi nt ?

MR, ROSS: CQur frozen inventory is
isolated to three locations, at |east for the
strategic frozen reserve. O course, we've got
frozen products in probably 30 of our 35 bl ood
regions that are rare-donor frozen units.

DR. KLEIN: And the second question: |
really want to commend you on the $125 million for
public awareness. | think that's a real paradi gm
change for all of us and an inportant one. What
percentage of your blood budget is that?

MR, ROSS: It's not enough. It's about 6
to 7 percent. We're about $1.7 billion right now

I want to touch back on how we're spending
that money. We're trying to get smarter in how we
spend that noney and have retai ned an organi zation
called Veritas. Some of you may know of Veritas.
Veritas will tell you by zip code the
psychographi cs of the population by zip code, wll
allow you then to market to that particular
denographic group with targeted channels that may

reach them nore effectively than we are now. For a
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hi gh-tech person, for us to send them a postcard is
not very smart. And for a |lowtech person, to send
them an e-mail when they don't even have a conputer
is not smart. So we've got to bal ance that out.

DR. BRECHER: Karen?

MS. LIPTON: One other thing. | wanted to
return to what Jeanne said. The National Bl ood
Foundation actually had a significant amunt of
noney put into a study of blood donor notivation,
and actually two of the things--and it's not quite
finished and published yet. But two of the things
that are popping up as the greatest deterrent:
nunber one is a bad experience at a center. So
putting money into that whole thing that Scott was
tal ki ng about, about customer orientation is
critically inmportant. The second thing was the
gquestions and that there are just too nmany. That
was really operating as a deterrent for people, and
so | really think it's a nmessage to us to sinplify,
simplify, sinplify the donor process, including
what we ask them when they cone in the door.

DR BRECHER  Jerry?
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DR. SANDLER: |I'min a hospital that's
suppl i ed 100 percent by Red Cross, and | was in the
room when the Red Cross representative not too |ong
ago said, "We'Ill put in |eukoreduction; it's only
going to cost you about $6 a unit." And it was
very slick. And then, of course, we got a double-digit
increase in our price. And today you cone
and say, "lI'mgoing to solve all your problens, and
it's not going to cost you anything."

How are you going to put in all of these
washers and all of this stuff and it's not going to
cost any noney?

MR, ROSS: W have al ready--the washers,
freezers, have all been purchased, nuch of it with
donated funds fromindividuals and from
foundations. So that noney is spent. And it's
not - -you know, we're not talking about a huge
programin the schene of things. W're talKking
about an 18,000-unit reserve with a rotation of
6,000 units a year out of over six mllion

DR. BRECHER: Okay. |If there are no nore

guestions or comments, thank you.
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We're going to take a 30-m nute break
We'I | be back at quarter of 4:00.

[ Recess. ]

DR. BRECHER: The next thing we're going
to discuss are FDA regul atory concerns, and Betty
Poi ndexter is going to tal k about product storage.

MS. PO NDEXTER: | changed it slightly to
have it address both the scientific and regulatory
concerns. Sone of these issues were alluded to
earlier by both Comrander Bartley and others.

This is a quick overview W're going to
| ook at licensable liquid stored products,
licensable frozen stored products, what | have
called investigational. It does not nean that
they're under IND. It just nmeans that they are out
there probably used by nedical practice, but not
necessarily sonmething that is under IND at the FDA
The starting material of both the red bl ood cel
product and the platelet product, sone of the
processing i ssues, storage, transfusion doses,
product safety, and sonme concl usions.

Currently, we have licensed liquid stored



products that include an array of whole blood, red
bl ood cell products, apheresis platelets, as wel

as random donor platelets, and an array of plasnma
products. Investigational products include
apheresis granul ocytes and pool ed platel ets that
are liquid stored and frozen stored products in the
future perhaps of random donor platelets, apheresis
pl atel ets, and pool ed random donor pl atel ets.

The starting material for red blood cells
is very dependent on the anticoagul ant sel ection
t he whol e bl ood vol umes that are collected, and
what |'ve put in parentheses is the current
acceptable range for the two different bl ood
col l ection volunes that are out there, the 450- and
the 500-m volunmes that are plus or mnus 10
percent, the 405 representing the absol ute worst
case.

The red cell nmss issues, tota
henogl obi n, we as a bl ood organi zati on and the FDA
have not come down on whether we want to define a
particul ar total henoglobin per unit at this tine.

We have | eukocyte reduction and the tim ng of that
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| eukocyte reduction, whether it's done rather
i medi ately after collection at roomtenperature or
whether it's perforned |ater, perhaps 24 hours to
three to five days after collection after being
stored at 1 to 6 degrees Centigrade.

These are sone questions that we have.
What effect does the product age at the tine of
further processing have on the final RBC product?
Does it matter whether it's three or four days old
or 25 or 30 or 42 days old? Are there data to
support that? What effect, if any, does ganma-irradiation
have on those red cells prior to
further processing? Does the base anticoagul ant,
agai n, have any effect on the future processing?
Currently, as was alluded to earlier, CPDA-1 is the
anti coagul ant that many centers use, although in
the AABB tech nmanual they do |ist CPD as an
accept abl e base anticoagulant. So we've already
gone there.

Can RBCs be stored | onger than six days
prior to glycerolization? Does the timng of the

| eukocyte reduction play a role in this? WII it
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make it a happier product at the end of the
processi ng? What role do the novel anticoagul ants
and anti coagul ant conbinations play? W now have
red cells that are collected both in--automated red
cells that are collected in CPD, CP2D plus AS-3,
and now we have two devi ces--three devices,
actually, that are collected with ACD as the base
anticoagul ant with various additive solutions,
currently both AS-1 and AS-3. Do those play a role
in how those red cells will store prior to further
processing into a glycerolized product, or do they
have no effect whatsoever?

Peopl e have tal ked about the rejuvenation
process. Does RBC rejuvenation have a role to
play? Can we take those units, irrespective of
their base anticoagul ant, and put rejuvel sol or
anot her sort of rejuvenation solution in and have
those products function properly after being stored
in a frozen situation?

One caveat with the rejuvesol solutionis
that it was neant for a 450 m collection, and

there was debate earlier on, particularly during



9/11, as to whether there was adequate rejuvel so
in the bottle to be able to adequately rejuvenate
500 or 550 m wunits, and we have no data to support
that at this tinme. Those studies nmay be ongoi ng.

Do the red blood cell additive sol utions
have a role in the pre-glycerolization process?
Currently, the additive solutions have to be added
within 72 hours of collection. |If you then go on
to process that unit at day five or day six for
gl ycerolization, did that have a beneficial effect
or a deleterious effect on those red cells? Does
the red cell mass influence the process? Are there
adequat e processing solutions for the w de range of
red cell mass encountered during whol e bl ood
col | ection and processing?

These have been also alluded to today. W
have this divergence of freezing tenperatures, the
effects of minus 65 and nminus 80 C on the final red
bl ood cell products. |Is there a difference? Is
there published scientific evidence to denpbnstrate
simlarities or differences in these two different

tenperatures? The frozen shelf life, the shelf
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life varies fromthree years to ten years depending
on the glycerolization nmethod, the anticoagul ant,
and ny understanding is whether it's been
rejuvenated or not. Many people have addressed the
frozen serum plasma repository for future testing
of those products once they've been frozen.

Container integrity. |Is the container--the fina
contai ner, the storage container for
freezing--how has it been selected? Wat is the
fill volume that will allow proper handling and
processing and as little breakage as possible?
Today was the first tinme | had heard a nunber of 15
percent fracture rate in those bags. That's
astounding to nme. That says that there's either
weaknesses in the bag, or there are strong
weaknesses in the handling of those products for
further processing.

We' ve tal ked about after deglycerolization
the storage tine at 1 to 6 C, the 24 hours versus
up to 14 days. People were talking about closed-system
processing. It is not a closed system It

is what we've terned a functionally closed system



because you're using a sterile connecting device to
attach fluids in final storage bags, and it's also
using 0.2 sterile barrier filters. But it is not
an integrally attached set with absolutely no
openi ngs during the processing. So it's truly a
functionally closed system rather than closed.
Agai n, what are the final storage
containers, the final storage and resuspension
solutions? Soneone earlier had addressed the 0.9
percent saline and the 0.2 percent dextrose.
That's different than the AS-3 solution that's
currently with the Model 215 from Haenpnetics. Are
there differences? Could the storage sol ution
could the saline-dextrose solution give you sinmlar
dating? We have no data to support those
concl usi ons, so those studi es woul d be wel comed.
This is a slide on dimnishing returns.
This is taking the worst-case red cell unit and
processing it through to a deglyced resuspended
product and accounting for a | owvolume collection.
And if you | eukocyte-reduce the product and | ose 15

percent, which is what we've allowed through our
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gui dance, maxi mum of 15 percent, and you go on to
gl ycerolize and degl ycerolize that unit, and you
may | ose anywhere between 1 and 20 percent of those
red cells through this process, then you have
addi ti onal henmpolysis during your 1 to 6 degree
storage, whether it's 24 hours or 14 days. And
citing a worst-case exanple with a 450-m draw from
a donor with a 38 hematocrit, you have
approximately 154 ms of red cell mass, or 51 grans
of henoglobin. [If you subtract fromthat the 15
percent maxi mum | oss through | eukocyte reduction
and then the deglycerolization |oss, you end up
with 104 ms of red cells or 34.6 grans of
henogl obi n.

So rat her than perhaps a patient receiving
three or four units on their nmonthly transfusions,
assum ng perhaps a sickle cell recipient, they may
now need to receive six or perhaps seven units to
get the red cell mass equival ent of products that
m ght not have been frozen degl yced and nmay not
have been | eukocyte-reduced, depending on the

procedures in place.
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We have product safety concerns, one of
them being red blood cells and bacterial detection.
Do the current test nmethods allow for the detection
of mcroorganisns in frozen red bl ood cel
products? Have those nethods been tested?

We now know that there's a | ot of
experience with using various autonated technol ogy,
automat ed bacterial detection technol ogies, for
di scovering bacteria in platelet and platel et
pheresis products for QC testing. The
instrumentation that is out there now has never
actually been validated on frozen red bl ood cel
products, and that's just food for thought.

Are there adverse effects of the
circulating red blood cells and red bl ood cel
menbranes after freezing and degl ycerolization and
storage for 24 hours to 14 days?

My understanding is that the processes
will alter the menbrane of the red blood cells and
may cause deformability problens. They nay not be
able to deformas easily as what a native red cel

m ght be, and that's just a question. W don't



have the data to support that. The studies have
not been done. And are there thronbogenic
potential for these circulating red blood cells and
red cell nenbranes? Receiving two or three
aut ol ogous units for hip joint replacenent is not
the sane, perhaps, as receiving four to six units a
month if you're being constantly transfused for the
rest of your life.

We're lacking in vitro data, conparing
frozen red blood cells stored for one day versus
red cells stored for 35 to 42 days with sonme of the
various anticoagul ant solutions that have not been
studied to the fullest extent.

We would like to receive in vivo
aut ol ogous radi ol abel i ng studies to denonstrate
normal donor satisfactory survival and recovery.
And of course, as always, in those final products,
a henolysis of less than 1 percent at tend of the
st orage peri od.

The starting materials for random donor
pl atel ets, again, may be anticoagul ant dependent.

We've seen studies on platelets, but they've
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usually been in vitro studies and radi ol abe
recovery and survival, but are there differences in
those anticoagulants? WII| they nake a difference
in how those platelets store for periods of tine
and will they make a difference if those platelets
go on to be frozen?

The whol e bl ood col | ection vol unes for
random donor platelets, again, vary considerably.
The platel et nmass recogni zed in the regul ations al
units should be greater than 5.5 tinmes 10 to the
10th, but with the 500/550 mi| collection vol unes,
we are being told that |levels can be up to 1.3/1.5
times 10 to the 11th platelets, which is a sizable
di fference and stored in 45 to 65 mls of
aut ol ogous plasma fromthat particular donor

Agai n, we have the tine of |eukocyte
reduction. Can it be as soon as two to eight hours
after collection at roomtenperature? Could it be
within 24 hours after collection, when the
pl atel ets, whether they be random donor platelets
or apheresis platelets that go on to filtration,

can they be filtered at 24 hours, and are they



happi er then than they might be at two to eight
hours after a vigorous resuspension?

There are filters that have been cleared
for filtration within 3 days of collection.

There's also the issue of do you | eukocyte reduce
after pooling. There are filters that are there
that all ow one to pool up to five or perhaps up to
ten random donor pl atel ets.

Does the platelet age make a difference at
the time of further processing? Wen you have a
random donor pool, do you pool four to six or eight
different units of platelets and their native
pl asma or do you select, as in Europe, just one
particul ar plasma to resuspend those four to eight
units in? These are questions that we don't have
answers for yet.

How soon after resuspension and collection
shoul d pl atel ets be frozen, whether they be random
donor platelets or apheresis? W have no cl ue.

The platelet data that |'maware of is so old that
we're just not there.

Are there effects of ganma irradiati on on
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the previously frozen platelets? |f you don't
irradiate the platelets up front and the freezing
creates sonme sort of injury to the platelets, will
the gamma further danmage the platelets? Again, we
don't know those answers; the effects of freezing
on previously frozen, previously gama-irradiated
pl atel ets.

What is the total percentage of platelets
| ost during the processing? 1've not seen those
nunbers.

Does platelet mass influence the
processing? Again, is there adequate processing
solution for the wi de ranges of platelet nass that
m ght be encountered during whol e bl ood, random
donor platelet processing or apheresis collection
and processing?

Does the cryo preservative solution have
to be renoved prior to transfusion? |In the ol den
days, 25/30/35 years go, with DSMO, there were sone
peopl e who washed out the DSMO, and there were
ot hers who swore that you didn't need to renove the

DSMO, al though the room and the patient, you could
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identify the patient very easily by wal king onto
the nursing station.

If the processing solution has to be
removed, what percentage of the platelets are | ost
t hrough this processing?

What's the final resuspension solution for
the platelets? |Is the volunme sufficient again for
the wi de range of platelet mass encountered during
the various processes? Wat is the final storage
cont ai ner for random donor or frozen platel ets?
What's the platelet capacity of that bag? If it's
a 300-m| bag, it has a linmted capacity, a 600-mi
will have a limted capacity, a liter or 2-liter
actual platelet storage bag nay have a different
capacity than a standard PVC bag.

Are the container integrity issues the
same issues that are there with the red bl ood cel
and with other products that are frozen? Do they
break? How often do they break? If we're counting
on any sort of frozen back-up system we need to
have these addressed. Again, the final storage

container, the size and the materials, whether it's



an actual platelet bag or whether it's just a |l arge
PVC bag, the integrity and the storage capacity of
those bags will have to be tested.

Open system versus functionally closed
system processing. Currently, ny understanding is
t hat when you add the DSMO, you're adding it as an
open-system process. But if it were a functionally
cl osed system might we be able to get a | onger
shelf life off such products?

Currently, nmy understanding is, once the
units are processed, and | realize these are rare
events, they're transfused inmediately after
processing, but could a functionally closed system
gi ve you four hours or perhaps even 24 or greater
hours of storage? Again, we would need to update
it to support these types of concl usions.

Pl atel ets and bacterial detection. WII
the current test nethods allow for detection of
m croorgani sns in frozen platelet products? Fully
under st andi ng that bacteria freeze as well as
pl atel ets do, perhaps better, and they m ght

proceed to grow after they're thawed and
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resuspended i n whatever the suspension nedia of
choice is. That's data that we're | acking.

Are there adverse effects of circulating
pl atel ets and pl atel et nmenbranes? Are there
t hronbogeni ¢ potential ?

Pl atel et data that we would be interested
in seeing would be in vitro platelet function
studi es conparing frozen stored products to fresh
day one platelets and conparabl e conparability to
liquid-stored platelets. W would be interested in
in vivo autol ogous radiol abel ed studies in nornal
donors, denpnstrating satisfactory recovery and
survi val

And, currently, what we've been seeing are
liquid-stored platelets conpared directly with two
different |abels to whatever the test is to a
control product. And what we're discussing
currently is taking the test product and a fresh
sanpl e fromthe donor and radiol abeling those
pl atel ets and followi ng their survival and recovery
and having a nore direct conparison. This is using

a nodel that Dr. Murphy presented to us |ast sumrer



at the Bacterial Inactivation Wrkshop.

The routine use of frozen platelets may
require a controlled clinical trial denpbnstrating
safety; primarily, the absence of prothronbolytic
adverse effects. W would also be |ooking for
henostatic effectiveness, henpostatic function, and
henmpstatic function in thronbocytopenic patients.
And al so there may be special uses for these
products, maybe not day-to-day transfusion in
t hronbocyt openi ¢ patients, but perhaps specific
trauma or surgical situations.

Pl atel ets and bacterial detection pooling.
We know now that we have bacterial testing nethods
that will nonitor bacterial growth in platelet
products. W currently use that testing for
quality control, but there has been di scussion at
numer ous neetings now about perhaps using that
simlar testing for release of products, but we
woul d be | ooking for additional data.

Usi ng those nethods, then one has to
consi der whether you're testing individual units or

whet her you're testing pools, when you actually put
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those products on test, whether it's day one or day
three or sonetine |ater, and whether or if you have
to retest those products at sonme tine point in that
st or age.

Bacterial testing may allow us to extend
the shelf |life of platelet products, whether they
be random donor products or apheresis, to seven
days.

Again, with the random donor platelets, we
have that final storage container issue and what
the pool size is. And those containers would have
to demonstrate satisfactory mai ntenance of pH
t hroughout the storage period, irrespective of
whether it was five or seven days, and satisfactory
mai nt enance of cell function. These would be in
vitro studies.

The tim ng of the pooling. Should it
occur inmediately after processing, within 24 hours
of collection or, as it is now, just prior to
admi ni stration?

The concl usions. Frozen red bl ood cel

and pl atel et products should have safety
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denonstrated prior to their routine use. There are
many basi c questions that still need to be
addressed, but we do have the tools to answer those
guestions. Bacterial testing of platelet products,
and these are roomtenperature, |iquid-stored
products may |lead to the extension of the current
five-day dating period.

A question to everyone is, is it time to
perhaps set a m ni mum product recomrendati on so
that we know what our starting material is, so that
we can antici pate perhaps what our final product to
the patient m ght be?

A lot was said about the Mddel 215, and
its advantages over the old Mbdel 115 device, but
we need to have these processes validated prior to
putting theminto routine use because we found,
during 9/11, as a lot of people nentioned, that
they were problens with availability, both with the
devices, with the kits, with the solutions, wth
the freezers. W don't want to go into this
blindly.

And what happens if the lights go off?
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This is relating to New York? | nean, if you don't
have electricity, if you aren't on an alternative
power supply, you can always have |iquid-stored

bl ood in freezer chests with ice on them But if
you' re dependi ng on huge freezers, and you're
cranki ng your power for sone extended period of
time, if there are traffic situations where your
truck can't get there with the fuel, you're going
to | ose your products, again.

And | would like to thank you.

DR. BRECHER: Thank you, Betty. W have
time for one or two questions or conments.

Kei t h?

DR. HAAS: Yes, | just wanted to
enphasi ze, at |least frommnmy own experience, that
the platelet function aspect of it is just an
i ncredi bl e hurdl e conpared to function of red
cells, at least we were involved in an autol ogous
trial from FDA-approved thronbopoietin stinmulus,
with very, very high pressure and very, very m nus
180- degree Centi grade.

And the receptors were preserved on the
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platelets. W could cross-link themreally well
but I tell you, getting endogenous pl atel et
rel ease, it was not zero, but it was |ike 20
percent of what it was in those sane sanpl es pre-storage.

And | think we've got the technol ogy, and
you alluded to this, we have the technol ogy, even
before we do in vivo studies, | think, to assess,
and | think that should be, you were asking for
suggesti ons about what sort of standards, | think
that, including platelet spreading on EM and
things like that, that really indicate, before we
go too far down with a particular technol ogy, that
the in vivo function is at |east there, probably
because you don't--the worst-case scenario is to
store platelets and have sonebody who's bl eedi ng
fromthrombocyt openi a, obviously, and then just get
a fraction of the expected response, even though
you get the increnental response you expected.

DR. BRECHER: Cel so?

DR. BIANCO Yes. First, | want to thank

you, Betty, because | think it's the first tine
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that | see the whole picture fromyour side--very
conprehensive. | think that this should be
publi shed in sone fornmat because that's al nbst a
gui de on the questions that you are going to ask.

MS. PO NDEXTER: Thank you.

DR. BIANCO And so | thank you for that.

The point that | would like to raise is
that when we | ook at this incredible anount of
information, and I'm not going to tal k about frozen
platelets. | leave this to Keith. It is scary for
a manufacturer of a product or for a center that
wants to create some snmall change in a product to
| ook at this without having attached to it a kind
of a set of priorities.

For instance, there are things that we
have from experience; that is, the changes between

450 and 500 or the cal cul ati ons on how nany

pl atel ets are going to be there, | think everybody
has a | ot of data. And upon request, |I'm sure that
nost of the centers will be glad to provide it to

you, digest and analyze or raw data that could give

you that without having to be the burden of a



274

manufacturer to try to do it.

The other type of thing is | wonder if, as
the FDA tries to prioritize those things, is to
| ook at all of these requirenents and see which
ones are essential; that is, which ones could
create life-threatening situations. And,
obvi ously, the questions that you raised about
bacterial contami nation, | would put in this
category versus others that are nore a question of
dosage; that, by experience, we've lived with for--1 never
knew how much |I'mgiving a patient, in
terms of red cells or platelets, and essentially
what we all learned to do was to nmeasure it after
the effect and see how the patient responded and
go.

There could be, if we want to harnonize
and all of that, that addressed in Phase 4, post-licensure-
type studies and things so that we woul d
facilitate the introduction of new anti coagul ants,
new materi als or new things.

And | really comrend you, but | also would

like to enphasize that, with prioritization, this



woul d not be scary, and this could encourage people
to do the right thing in order to get new products
up.

DR. BRECHER: Andy?

DR. HEATON: Andrew Heat on.

In terns of the standards that you just
listed, | think it's helpful to review the
chronol ogy here. The issue we're discussing today,
which is energency preparedness, raises the need
for frozen product if you want to have an inventory
avail able for a long period of tine.

And what you've just raised, Betty, is the
fact that the original frozen product data was
generated |long before a series of other changes
occurred. So red cells and DSMO pl atel ets are 20-
or 30-year-old products, and then in the | ast
decade, we've added AS-1, AS-3, AS-5 different
pl astics, about three different plastics, |euko
filtration and irradi ated red cells.

So we've never, in fact, gone back and
linked the nore recent devel opnents in cel

processing with the ol der devel opments of frozen
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storage. So one recomendation | would nmeke is
that the FDA do publish guidelines, where it would
like to apply the standards, devel oped as a result
of the nore recent solutions, to the criteria that
you expect to see of the frozen products. So that
woul d be nmy first recomendati on.

Secondly, it's very unusual in that for
red-cell products, especially, the FDA has no
product specification. You don't specify what has
to be in the red cell unit. The only specification
is the hematocrit of the donor and the weight of
the unit. But the reality is that there is no
final product specifications. Mny European
countries do have such specifications, and | think
that you would do the manufacturers a great benefit
if you published a content specification, which
will be very useful

And then, lastly, a third observation I'd
make is that, although for red cells, there's a 75-percent
post-transfusion recovery standard. There
is no such standard for platelets. And so | would

very much support Dr. Mirphy's suggestion that the
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two-thirds standard, relative to a contenporaneous
control fresh platelet would be very, very usefu
and woul d all ow the manufacturers to set the
specifications to nake products that would all ow
the bl ood conmunity to neet the needs of an
energent requirenent.

MS. PO NDEXTER: Right. And that's one
reason that | brought this up. Dr. Mrphy did
present it |ast year, and nmy understanding is that
sonmething to that effect will be published soon.
And we woul d Iike to discuss that with the
manuf acturers to get buy-in.

And anot her point, you said that a | ot of
our data is old, and that's one of the other
probl ems that we have is frequently people are
conparing today's product, with all of its bells
and whistles, to something from 1980 or 1985, and
that's a mmj or problem because products have
changed so nuch, including the |eukocyte reduction,
but just the product volume collection and
everything else, and it's difficult.

DR. HEATON: And it will be helpful if you
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could sinplify those

MS. PO NDEXTER: Right.

DR. HEATON: Because that |ist you gave is
a huge, long list, quite daunting to a manufacturer
contenpl ating nmeeting those specifications. So the
nmore you sinplify it, it will be very hel pful

MS. PO NDEXTER: Right. If | could go
back to sonmething that Dr. Bianco said about, let's
see, it was about the blood centers providing us
with data, rather than putting this burden back on
t he manufacturers.

The advantage, from ny perspective, the
advant age to having the manufacturers submt that
data, whether it's the use of the 215 or whet her
col l ections can undergo certain other processes, is
that you have one SOP that you're working with or
one set of directions.

And when you have numerous bl ood centers,
each thinking that they know best, and they know
better, and perhaps never comng to agreenent, it's
very difficult for us, then, to keep track of 700

variations on a thene. Were, if we can hone in on



Haenmoneti cs or Baxter or Medsep or whonever el se,
then we have just one set of instructions for use.

DR. BI ANCO. You have made a very good
point, and | certainly accept it. But if you give
us the SOP, we know how to follow SOPs.

And just one comrent. There is one nore
requi renent, Andrew, that you did not nention. The
red cells have to be red, and the platelets have to
be yel | ow.

[ Laughter.]

DR. BRECHER: Thank you, Betty.

Oh, I'msorry. Harvey, |ast question.

DR. KLEIN: Before you go, Betty, could
ask you a question or at least coment a little
bit? Because we were tal king about frozen red
cells primarily today, and |I'd just like to be sure
that we know what we're conparing them agai nst.

There's sort of a difference between
safety and efficacy on the one hand and then basic
studi es that need to be done or that could be done.

I made a quick cal culation here, given

your exanple of 51 grans of henpbglobin, and if we
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t hi nk about 42-day storage in a refrigerated state
and | ose 10-percent perhaps for filtration, know ng
that only 75 percent of those cells need to be
vi abl e by chrom um | abel i ng, which neans that 25
percent are dead on arrival, that cones out to 34.4
grans of viable henopglobin, and I think you
mentioned 34.6 in the frozen.

So, conpared to what, is a very inportant
poi nt when we're thinking about those.

MS. PO NDEXTER: Right.

DR. KLEIN: And, in addition, the 42-day-old red
cell and liquid storage has nany changes in
the red cell nenbrane, as you know. It's not at
all deformable. It's smaller. [It's also |lost a
ot of red cell nenbrane, which appears as mcro
vesi cl es, which have sone thronmbogenicity.

So | just want to make sure that we're not
hol di ng sonme of these things to standards that just
woul dn't be possi bl e.

MS. PO NDEXTER: No, and these are
definitely not standards. They're just food for

t hought .



DR. KLEIN: |deas. Thank you.

DR. BRECHER: Thank you, Betty.

We're now going to hear fromAlan WIIlians
on testing standards and donor eligibility.

MR. W LLIAMS: Thank you.

My charge is to talk about FDA regul atory
concerns with respect to donor eligibility and
testing. There's been extensive discussion of this
al ready today, so |I'mgoing to nove quickly and
treat this not only as a recap, but potentially as
a post hunmous recap. But there are a coupl e of
t houghts that | would like to bring forward.

The first is donor qualification or donor
suitability. Everyone thinks in ternms of the
guestion adm ni ster to the donor on the day of
donation, but in fact it's a nore extensive process
than that, and nost of the self-exclusion of donors
t akes pl ace before the donor ever comes to the
bl ood center. So | think we need to keep in mnd
that this is a process.

Fromthe very start, exclusion of certain

ri sk popul ati ons that may have hi gher incidents and
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preval ence of transfusion-transnmitted di seases,
sel f-deferral prior to collection based on
collection that the potential donor has avail abl e.

There can be self-deferral at the
collection site before the interviewis actually
admi ni stered, deferral by staff during the
interview, which is the nost comon factor
considered, but in fact tends to be a very |ow
preval ence happening for many of the deferrals,
like HHV risk factors. |It's really quite rare in
the bl ood center.

And t hen plus donation information, which
the donor doesn't actually bring forward the
information at the tinme of donation, but reports it
later.

So | just wanted you to keep in nmind the
various aspects of donor suitability determ nation
above and beyond the actual question.

This is a slide borrowed fromJoy Friday
of the AABB Uni form Donor History Task Force G oup,
and this shows up through 2000 the devel opnent of

new donor screeni ng questions or subjects that are
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turned i nto questions.

The top line is what has resulted from
i ndustry standards--the bottom|line, what has been
brought forward by the regul ators, by nenps or
gui dance docunents.

As you can see, there's been rapid growth
of new questioning, and I didn't extend this tine
line, but just sinply made a list of sonme of the
potential additions to the donor interview that
woul d i nmpact |long-termrepository storage.

The one that's received a | ot of attention
today is the revised travel deferral related to
BSE, dietary exposure, potential exposure to
variant CJD introduced in January of 2002,
recommendations related to recipients of snall pox
vacci nation in February of 2003.

There have been sone new i ndustry
standards related to potentially teratogenic
nmedi cati ons that have been added to the donor
hi story, and hopefully, in the very near future,
we'll be looking at a totally revised uniform donor

hi story questionnaire, which again will set a tine
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line for a major change in the donor screening
process.

| deliberately didn't include in this |ist
some of the other guidance docunents that have been
rel eased recently, such as the one on donors
potentially exposed to anthrax, SARS and West Nile.
The reason | didn't include these is because sone
of these are potentially tenporary or energing
i nfections, and | think, when considering
eligibility in along-termrepository, one is nore
concerned with things that you know are going to be
static over tine.

Potentially, sone of these might be tine-limted,
and the donor suitability requirenents
coul d change as an energing infection perhaps is no
| onger part of the blood safety picture at sone
future time. And | think there's potential for
each of these agents to have future consideration
as to whether they are long-termthreats.

As brought out adequately today, products
stored for "extended periods," may not neet current

donor's eligibility standards. And an extended



period--it may be years--but, in fact, in the

285

envi ronnent we've had over the past year or year-and-a-half,

that period could even be neasured in
nmont hs due to the inplenentation of new questions,
and this obviously a hurdle.

In terns of testing, again, a long list of
tests that have been introduced over tine--not only
the tests thenselves for individual agents, but new
generations and new versions of tests. Wen a
next-generation test for an antibody to a certain
mar ker cones out, again, that sets a new standard
for sensitivity of testing for that agent, and then
of course the NAT testing for West Nile currently
bei ng done under | ND

I nstead of showing the tine line of
additi on of new tests, what | showed here is the
actual reduction in viral infection from
transfusion for HCV, HPV, and H'V. You can see, in

the bottomline for H'V, actually, probably the

quantitatively largest reduction in post-transfusion risk

was due to the donor screening

criteria, and then, subsequent to that,



i mprovenents in testing and narrow ng of the wi ndow
peri od.

And then, simlarly, for HCV and HPV,
i mprovenents in testing over tinme have created as
much as a thousandfold decrease in post-transfusion
risk fromthese agents. So these changes are, for
the nost part, a good thing, and | think overal
i ncreased the safety of the bl ood supply.

So, if one is designing a repository or
consi dering an extant repository, what
consi derations should be made to try to neet future
donor eligibility standards and testing standards?

First and forenost, | think periodic
rotation of the inventory, which has been
menti oned. The tinme chosen to do that, you know,
is sonething that needs to be given carefu
t hought. Three years, while certainly reasonabl e
in terms of maintenance and turnover of an
inventory, it would not keep it current in terns of
some of the eligibility recommendati ons that have
just emerged in the past year

One needs to carefully track the
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regul atory status of the products. And | think a
nost i nportant nessage here is discuss this
assessnment with the FDA, in terns of the risk-
benefit approach and ways that this night be
managed.

There's a variance procedure. Variance is
generally related to a variance froma regul ation
or a gui dance docunent that specifically references
a recomendation--a regulation. There can be a
suppl enent to a license application.

This, inmportantly, does set a precedence.
You're actually changing the license, and this then
establ i shes precedent that could be done anywhere
by any other |icense-holder for a simlar product.

There are enmergency use provisions,
combi ned with nmedi cal discretion. There are regs
allowing for that. And any of these could be
combi ned with special |abeling, as appropriate, for
t he individual circumnstance.

So these are all ways that this can be
handl ed from a regul atory approach, and the best

thing to do is just sinply discuss the issue with



the Agency and try to find a pathway.

For testing, many testing issues can
probably be solved by sanple retention. Validation
of that sanple for the test of interest is a
concern. | would offer that NHLBI establishes new
repositories approximtely every five years, and
does a | ot of basic research into the type of
treatment for this repository that will produce
testable sanple in the end. And as nentioned, sone
of the recent REDS repositories and RADAR have
actually worked with frozen whol e bl ood, which is
easily treated, put into a freezer and allows you
to test not only for the plasm RNA but whol e bl ood
rel ated nucl eic acids that might be there as well
I think this is some good basic work which can help
val i date sanpl es that are put down.

Rel ated to sanples that was touched on
today, there are issues of informed consent, and if
there's an entirely new assay |like a CID assay, is
there an ethical issue regardi ng whether or not
consent was inplied in the donation consent and

whet her or not this needs to be re-accessed.
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There needs to be appropriate record
retention, including a tinmeline of procedures in
pl ace at the tine of collection. The records need
to be conparable with the procedures in place so
t hat one can know exactly under what conditions
t hat product was coll ected.

| included as nunmber 5, although it hasn't
been popul ar in today's discussions, try to
maxi m ze the future accessibility to repository
donors. It goes a long way if you have subsequent
donations fromthat donor from which information is
gai ned, or if one can access the donor and get what
information is feasible to collect to preserve a
repository donation.

I"mgoing to switch gears a little bit at
this point and tal k about some of the
infrastructure issues froma regul atory perspective
that were discussed today. Start out with I think
a fairly bold statenent, that as a necessary
conponent of a strategic reserve and nanagenent and
depl oynent of a strategic reserve, there really

needs to be ongoi ng national blood shortage and
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m ght add i nventory nmonitoring. One really has to
know the dynamics of this system so if one has
reserve, one needs to know how |l arge to nake it at
any given tinme dependi ng on what the supply
situation | ooks |ike and where to deploy it to the
maxi mum advantage. | think it could be argued that
this needs to be done on a national basis using
data from sonme | arge bl ood organi zations for

avail abl e inventory, and | think one can argue that
fromthe transfusion service side, the nost usable
factor is shortage neasurenents.

Now, inventory at the transfusions service
site certainly has a role because a lot of blood is
hel d there, but if they don't report shortage, then
you know there is at |east a reasonable inventory,
and shortage gives you the way to assess when bl ood
is sufficiently in short supply. That could inpact
public health and health care.

So what's sonme of the rationale for meking
this statenent, inprove national blood shortage
nmonitoring? The AABB Di saster Task Force has been

call ed together several tines, and its role, as you
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know, is to coordinate bl ood needs and bl ood supply
availability, and it utilizes direct comrunication
bet ween the nmj or bl ood organi zati ons and the bl ood
collectors in areas that are inpacted by a

particul ar disaster situation, and this is done in

conjunction with federal agency I|iaisons.

Now, | am one of the Iiaison nmenbers of
this group, and I'll say it's a very effective
first response neasure in times of crisis. It gets

everybody together coordinating and works
exceedingly well. However, should a situation
either be larger scale or nulti-site or have a
maj or i npact on the donor base, there is no
under | yi ng dat abase or predictive capability in
exi stence to support discussions of a coordinating
group like this, or indeed for stabilization of the
bl ood supply. As nentioned, this could be related
to a large-scale disaster. It could be related to
a crisis-induced disruption of the donor base, or
as nentioned earlier, sonething |ike a w despread
donor referral out of a proactive response to

sonething |ike a small pox attack
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But | might also add that these data would
go a long way toward hel p snoot hing out sonme of the
routine | ocal and regional shortages and all ow ng
us to address sone of the, not BT- or CT-rel ated
crises, but sonme of the emerging crises that we've
seen. Just knowi ng the dynamics of the system and
being able to bring sonme predictive data out of
what's known as a baseline would go a | ong way.

For instance, in terns of West N le testing,
fortunately we do have a NAT test in place, but in
an extrenely hot area of West Nile activity, the
epidenmic tends to be very focused. One would

i deally perhaps like to suspend collections for a
short period of tine in that area. Whether or not
you can do that on a | arge scale would depend on
obvi ously the blood supply. |f one had a reserve
avail abl e, perhaps that way of protecting public
health woul d be nore feasible because you knew you
had a reserve supply. At sone point the line has
to be drawn in the balance between supply and
protection.

What woul d be the characteristics of an
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i mproved shortage nonitoring network? Sensitivity
to |l ocal shortage, nationally representative, data
available in real tine, at a mninmmdaily,
i ntegration of both blood center and transfusion
service data, and | think if resources were
limted, ideally this would be targeted to
i nventories at the blood center and shortages at
the transfusion service, and it should have
predictive capability, sufficiently establish a
baseline so that external events can be conpared
with that baseline and allow prediction in the
future, and the data access needs to be broad, not
only the private sector collectors and users, but
agencies in the HHS and in fact the public.

Now, as mpost of you know, we've, within
FDA, been worki ng on devel opnent of a web-based

voluntary national reporting systemfor blood and

reagent shortages called TRANS-Net. Because | know

nost of you have heard this, |I'mnot going to spend
alot of time onit, but I think | would Iike to
just point out that this systemwould go a | ong way

toward hel ping to identify shortages around the
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country in real tine and use those data to support
the deli berations of sonme coordinating body that
coul d then deci de where bl ood resources mi ght be
targeted. The systemis designed to be very
sinple, using data routinely conpiled by the
facility. It would allow for daily reporting with
a rem nder by e-mail if the report is not filed.

We have devised a standardi zed definition of blood
shortage. Standardized definitions are always a
problem particularly with inventory and shortage,
but we have addressed that. And it actually varies
alittle bit depending on the institution and its
capabilities. And we've allowed for a backup
reporting option which allows for touchtone

tel ephone entry of data if the Web shoul d happen to
be down in a time of crisis.

Bei ng a voluntary system one mgjor
concern is just what's the incentive for
participation, and | think this really has to be a
grass roots effort with interest in creating data
that will help reserve a stable bl ood supply,

maki ng data accessible not only to the collectors



and transfusion services, but to the public at
large. Potentially using that also for recruitnent
efforts woul d have advantage. Due to the breadth
of the programit's not sonething for which it
could be directly, financially supported, at |east
of the participants.

The systemis designed to be popul ation
based, enconpassing at least first off transfusion
servi ces, and hopefully at some |evel, blood
centers, either through the national bl ood
organi zati ons or through individual collectors.

Regi stration in the systemis necessary so you have
a denom nator in terns of who is reporting
regularly and who is not. | think it's inportant
to al so have a very quick registration available so
if a crisis develops, sites that may not have
partici pated previously, may want to enroll, and

al t hough that sonewhat conprom ses the denoni nator
it does allow you to collect quick information in a
time of specific need.

Data woul d be received centrally, and

Wi t hout going into detail, would be managed on an
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Oracl e dat abase whi ch has been devel oped and
avail abl e through G S mapping, and | think it's
i mportant to point out that a lot of these S
systenms do talk to each other, so if blood shortage
and availability data were put onto a G'S map, as
"Il show you very soon, this could actually be
overlaid with some other factors, as were alluded
to by the critical infrastructure presenter earlier
this nmorning, that in areas of shortage you could
show up to the nearest airport that does in fact
have flights available to go in and out. And one
can overlay these types of data and nake a usabl e
system And it would be the intent that if
appropriate, this could be tied into the |arger
progr am

This very briefly is the registration page
for the Web. Sinple designation of shortage or no
shortage is the first data entry page. |If there is
a shortage, there are criteria that cone up which
define that shortage, and | think this is the
second major point I'd like to nmake about this

system Not only does it say where shortage
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occurs, but it allows one to define what the
potential public health or patient care inpact is
of that shortage at that particular tinme. |In the
current situation, yes, we have bl ood shortages.
At sone |evel they inpact patient care, but not to
a level of norbidity and nortality. |In time of
crisis this could change, so sonme of these factors
you may want to nmeasure as to what is the
seriousness of a shortage in a given area if bl ood
supplies are not received there very quickly?

I do have a handout which |I'Ill provide.
I"'msorry | forgot to do it before the talk, but
you can see what the individual criteria are, and
they differ for blood centers and transfusion

servi ces.

This is a very broad exanple of a G'S map.

You can sinply light up with color areas that neet
a certain data criteria, and by a click of the
nmouse you can drill down here, for exanple, to an

i ndi vidual county level, with levels in this

hypot heti cal exanple reflecting different |evels of

bl ood availability.
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This program was piloted early this year
We actually had planned a pilot for January and
February of this year. It turns out that that
coi ncides with a somewhat unexpected bl ood
shortage, post-holiday bl ood shortage, so we
actually were able to collect pilot data that
mat ched the tinme frame of the shortage, and the
appeal s by Secretary Thonpson and the ngjor bl ood
or gani zati ons.

Briefly, this is just a graph show ng the
nunber of sites reporting shortage in different
colors, the transfusions services and the bl ood
centers. One can see that in early January the
majority of the pilot participants, of which there
were a total of 9, reported shortage. This tended
to drop off near the end of February and then there
was a slight rebound. | think perhaps what's nore
interesting is |ooking at shortage days.
Transfusi on shortage days during this tinme frane
anounted to 35 percent of the reporting days for
bl ood centers, 48 percent of the reporting days.

And we were able to assess a sunmary of the
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characteristics associated with these shortages.
They tended to be at the level of use of strategic
reserves, delay of nedically necessary treatnent in
one case. Supportive Rh-negative patients with Rh-positive
bl ood happened nore than would normally
occur, although this sonmetines is standard care in
some institutions. More than typically would use
this formof support did during this shortage
peri od.

In terns of blood centers, all of the
pilot sites reporter nedia appeals, a high
proportion use of strategic reserves on 10 days of
the pilot period, and a high proportion of the
centers reported that they had to cut orders to
their transfusion services.

So this program has been devel oped at
|l east at the initial l|evel, and has been piloted
and shown to be feasible within these sites. W
are currently in discussions with HHS to try to
pl an a coordination of this programwth the
current HHS nonitoring program and get these

programs then rolled out so that they are avail able



both to assess shortages just in a nornal ebb and
fl ow of blood availability during the sumer and
hol i day periods, but also to be I think a very

rel evant response nmechanismif the blood supply is
chal | enged.

Thi s program woul d again go through a
second pil ot phase to several hundred participants
to test the reporting aspects of it, and test the
functionality of the mapping function, and then
hopefully roll out in full phase to all of the
bl ood centers and transfusion services of the
country.

There are potential add-ons for the
program sone of which we're doing sone
devel opnental work now. One is the ability to
report supply and reagent shortages using the sane
interactive website. W can also potentially
collect other data related to that such as we could
in fact incorporate inventory neasures. W can in
fact incorporate platelet supply neasures, and it
really is nodifiable to nmeet whatever current need

exists. We've also built in a function that one
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can build in ad hoc questions. |If a specific
situation exists such a potential anthrax exposure
to a blood center, we spend a lot of tine within
t he agency on the tel ephone to bl ood centers that
may have had collection sites in the anthrax
exposure area. This would serve as a conduit of
informati on for that type of message as well

So | just wanted to reenphasi ze that |
think a programlike this would fit well into the
infrastructure to support a reserve capacity and
depl oynent of that reserve capacity. And I'll stop
here. Thank you very nuch.

DR. BRECHER: Okay. Tinme for maybe one
question. Chris.

MR. HEALEY: Thanks for the presentation,
Alan. The question | had is, is there sone
standardi zed data set that's used in the reporting
or is the shortage, new shortage relatively
subjective? And if it is somewhat subjective, how
do you avoid the risk of kind of a creeping
per manent shortage?

MR, WLLIAMS: The shortage definition is



based on the criteria. |It's expected that if they
report a shortage that they will also be able to
check one of those shortage criteria so that it can
be characterized and reasonably standardi zed.

Now, the reason we felt that we needed to
allow sonme flexibility, for instance, sone
transfusi on services have frozen repositories, nmany
do not. If one of the sites that has a frozen
repository has to tap into it, that is perfectly
reasonabl e to assunme that that's a shortage
situation, because they wouldn't normally do that.
Ot her institutions mght not have the facilities,
so they wouldn't report that. So we wanted to
build in enough flexibility to keep it relevant for
the individual sites. This was assenbled in
col l aboration with an advi sory group consi sting of
bl ood center and transfusion service directors for
the nost part, and it seems to have worked during
the pilot as we go to a larger scale and nay need
sonme adjustnment, but that can be done.

DR. BRECHER: Thank you, Al an

We're going to try to stay on time. W're
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going to nove on to plasnma issues, Julie Birkofer

MS. BIRKOFER: Dr. Brecher, nenbers of the
Committee, thank you very nuch for the opportunity
to be here this afternoon. |'mJulie Birkofer
Director of the Health Policy for the Plasnma
Protein Therapeutics Association. W wanted to
come before you this afternoon to give you an
overvi ew of PPTA's efforts to assure a continued,
safe, stable and effective supply that assures
access and choice for the consunmers of plasnma
protein therapies.

Qur data collection effort is coordinated
by PPTA and it reflects nonthly data, the first day
of the nonth, inventory. This is a voluntary
service that our conpanies provide to the plasm
users community. The data is also disseninated to
the FDA. It reflects the U S. market. It is
third-party adm nistered. A mninmumof three
conpani es nust supply data to nmintain
confidentiality and we have built in verification
and audit processes to assure the accuracy of the

dat a.



The type of data that our systemreflects
is U S inventory, enmergency supply, distribution,
recalls and withdrawals. | know this is a |ot of
information, and it's small, but just to give you a
sense of the definitions that we go by, energency
supply is voluntary, and the conpani es keep
finished products for patients in critical need.
Inventory is the first day of the nonth, and that's
where the data is collected, and it includes only
product, naturally, that is CBER rel eased as a
sal eabl e good. U.S. distribution is the
definition, finished product sold frominventory,
and it is shipped to the U S. narket within that
data nonth. Recall, absolutely not avail able for
further distribution after a decision is made that
t he product nust be recalled or ceased. And a
wi thdrawal is a internal conpany decision that the
product cannot be distributed.

The utility of the data is that again,
aggregated reports are sent to the FDA voluntarily
by PPTA nmonthly. The data is al so upl oaded on our

website in the formof a green, yellow and red
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light system Qur light system was |aunched in
Sept enber 2002. The status light is based on the
ratio of the first day of the nonth inventory over
the average nonthly distribution for the previous
12 months. The distribution and inventory ratio
data is displayed for a yellow or red |ight.

Some of the paraneters, to give you a
sense of when we would go red, is approxinately two
weeks or |ess of inventories available. The ratio
of inventory to distribution is lowand it's |ess
than or equal to .5. A yellow light would be
approximately two to five weeks of inventory is
available. The ratio of inventory to distribution
has declined, and the range is between .5 but |ess
than or equal to 1.25. And again, | would like to
poi nt out that these ratios were devel oped in very
cl ose consultation with econom sts and experts in
the field of data collection and anal yses. A green
light is where we like to be and where we have been
for | believe at |least over a year. A green |ight
is nmore than five weeks of inventories avail able.

The ratio of inventory to distribution is adequate
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and greater than 1.25.

Emergency supply is a topic that | know
you all are interested in today. Again, PPTA
menber conpanies reserve a certain quantity of
rel eased finished product for patients in critica
need. The U.S. distribution data is inclusive of
the emergency supply, and the supply that is kept
is for IVIG and clotting factors. Yellow or red
light, PPTA immediately responds with a
comuni cation to the affected stakehol ders.

We report our data binonthly for the
af fected product categories. W are cooperating

Wi th consuner organi zations to assure that their

needs are being nmet. For exanple, the |Indeficiency

Foundati on Supply Safety Net. PPTA hosts nini nmal
quarterly stakehol der neetings to address concerns
and any recent supply devel opnents. For exanpl e,

one of the charts that you woul d see on our

website, this reflects Reconmbi nant Factor VIII from

the period Septenber '02, current that we have,
June '03, and as you can see, the supply is well

well within the green, and that gives us a |ot of
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confort and pride at PPTA and hopefully the
st akehol ders are equally conforted by that.

That's it. Thank you.

DR. BRECHER: Thank you, Julie.

Questions or comrents?

[ No response. ]

DR. BRECHER: If not, | think we can
adjourn early. Take it while you can.

[ Laughter.]

DR. BRECHER: W'l neet again tonorrow
norni ng, and start pronptly at 8:55. Thank you.

[ Wher eupon, at 4:55 p.m, the neeting was
recessed, to reconvene at 8:30 a.m on August 22,

2003. ]



